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AAAGSYdA dzA RS NB It SRASFHIF &iySl dafydzAR 26YAS yEAME L2 TYA {0 A
5AA1L121 ADALl  Didi® Sl Npritiet20r® 2VANUNWWE - D dz@ S Ny dzf dzA Yy NJ
cu privire la aprobarea Refju- Y Sy (i dzf dzA = & O NeQ R dzNR A f SA | SBYOR S
OA S5AALRT AN Zdid awSRADY X SESNHzf dzi { NY NG NDA A
2013cu privire la aprobarea Regulilor deyptN LINJF OG A ON RS FF o NAOIDAS

dzl  dzYl yX LINBOdzYy O6A ny &a02LJdz FaA3dzNNNRA Ol
FIONAOFGS ny wSLlzf AOF az2f R2dJI X
ORDON:
1. FLINPO6I DKARdzE LINRAGAYR 0 dzy klor (GNIP)@eiuk Gnan R S
(anexg.

2.t NP RAZONG2NAA RS YSRAOFYSY(GS RAYy wSLlzf AO
AYLE SYSYGNNARA wS3dzZ Aft 2N RS o6dzy N LINF OGAON RS
3.t NBT Sy ddzZ 2NRAY A ylidgdNt AnON N& A 3 2nyNBa 2R/AAYl 2 Rl
Moldova.
4. | 2y G NB t dz SESOdzGi NNRA LINBT Sy didz dzA 2 NRAY
dispozitivelor medicale.
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GHID
LINK GAYR odzyl LINF OGAON RS FFoNROFIDAS | Y
Prezentul Ghid privind dzy' I LIN} OG4AON RS FFoNROIDAS | Y

ONBSIFT N OFRNHzZ ySOSal NI FLXAONNARA wS3dzt Af 2N
9dzNR LIS Yy N +2fdzYdzf n a&. dzyl LINF OGAON RS FIo6N
2NASYEBENNA ESnE S5ANBOGAGE [/ 2YAAASA 9dzNRLISYS w7
LINARY OALIAAE 2N 0A 2NASYGNNRE 2N LINAGAYR . dzyl L
LINEP Rdza St S YSRAOFIYSyd2FIasS RS dd dzvdzyl ¥ A LIESERA G
Jurnalul Oficial al Uniunii Europene (JO) nr.L 262, 14/10/200326.22

PARTEA |
/ 9wLb19 59 .1%( t9b¢w! twh5!{9[9 a95

Capitolul |
5L{th%L2LL D9bo9ow![9

{ SODAdzySI ™
Domeniu de aplicare
1.t NBT Sy ilidz DKAR LENR GFAYORNIA GOdzyolA SLING OrUSARGWND | Y Sy
6ny O2YDKYBbLNRGIOoOAT S60S OSNAYyoStS ONGNB FI o
pentru uz uman.

2DKARdzE &S L AON RS ONGNB nydNBLINAYRSNRC
fabNA O NBI LINPRdzaSt 2NJ YSRAOIYSyd2FasS oA adl o7
OFft AGNDAAZEZ (G202RIFIGN aS RSaONARdz OSNAYyDS 4&LX

medicamentoase (anexelell7).

{ SOODAdzy St H
b20oAdzyA ISYSNI S
3.0y al9NRidBy (1 dzf dZA DKAR &S dziAf AT SIFTN dzN¥NGQG 2
1! ASYYA O0OA2{2FAAOAYOPONR2ZBANYAEYSISYYOt dzar @
ISYySGAONIT Odzf GdzNRA OStdzf  NB 0A SYR2LI NIT ADAZ
2) Ambalare (packaging)ti 2 1S @IS NY ORHA ny R dzY L)X SNBI 067
ddzLJ22 NIN dzy LINPRdza ONI} O LISYGNHz I RS@SYyA dzy LN
YL SNBF AGSNAEN ydz GNB6odzAS LINARGAGN OF L
NEOALIASY(GS LINAYINBZI RINIyYydz ny FYolftle FAYLT®
3). ' YON &(&ell Bakkf dzt
aA{AaidSY RS 0 lUAGBlemRpBn cAE Ibtaldf sGeesive dimm produs sunt
FILONAOFGS LINRY Odzf GAGFENB ny OSftdztS RSNAGFGS
dzy SA o Ny OA RS OSf dzf S & R Sfladoan® dittzlule &li§ bafca de2calfed (
GYFYNé® {AaidtSyYdzZ RS o6FyON RS OSfdzZS SausS ol
Rdzo f NNA RS L2 LJzf F DAS & dzLJSNRA2NJ OSf dzA 2 6 DAy dzi
b).  yOI RS OSH dfdddt d¢NIN MR SN T dizf SN oG YNE S G 0
ny OdzNBRdzZ dzySA aAy3Idz2NBE 2LISNI0DAAZEZ LINRPOSAl (N
LINAGNFGN ny O2yRADAA OFNB aN 3IINIyYyGasST § aidl
LINAGNBFT N £ ¢rin&Y LISINIda dyNIA RONT dzii N o



c). ' yOF RS 0OS thdzt Bdzf diRIANNE dRBNHE St dzf S 20 DA y dzii N
RSAUGAYIFIGON LINBINGANARA LINPRdzODASA RS Odz G dzNR
LINAGNBFT N I ¢tin&Y LISINSIdE aiNSiAd RSO

A, AflLyy O2YLI NI hA @2¢NB Q2 YOSt FINDAAWEY DAYy ny
NYGNB OFrydAdFrdiSIH RS LINRPRdza &l dz YFGSNRFES GS2
5) Biogenerator (biogenerator)dzy &AAA0GSY ny JKATRSNYGHE | B RINIF ;
AYUiNRRdzO F3SyoA 0AZ2 t237\())\ r]YLJNdeyN Odz I f G &
LINE RdzOSNBI RS [t0S &adzoaidlyoSz LINARY NBI ODAS
aAaiSYS RS NB3IfI NB: mzquﬁsmvaSBuRSSZI i & N&.
6) Butelie (cylinde)NB OA LA Sy i RS&GAY G LINE&GNNNRAA 3 (IS
Odz 2 OFLIOAGFGS LISYydNdz FLIN OFNBE &N ydz RSLING
F2f{24aS060S Odz@nSfEquzf lolddzyS® M SGn yars SiqaleSSfOI [ dzt = 3
7) Calibrare (callbratlon)aSu JOAA OFNB adGlroAfSoid.
gt 2NRES AYyRAOFGS RS ONGNB d ( j
2

P
w»
No
—
(&N
wn
P

YN&a dZNWNAYH NS 6 A GFEf2NAES O2NBaLlzyl NG2F NB Odzy 23

8) Calificare (qualification)l ODA dzy SI  LINAY OFNB &S RSY2ya
AAAGSYStS | dzEAEAFNB &dzyd AyadltlFdS O2 Nhdeis 7
FOGSLIFGS® /I fAFAOFINBE FIFOS LINIGS RAY @FftAF

constituie validarea procesului.

9/ I N yiUGAYN cstatdakl Mdatgrilok yréne Ysau materialelor de ambalare,
produselor intermediare, vrac sau fini S &SLI NI G4S FATAO &l dz LIN
FdGSLIF NBI dzySA RSOAI AA I &dzLNT St AD SNJ\INJ\ A oal

100/ 2y G F YAY | NB ny ONHzOA 0 dortashinare@ Ndidméateri@ 2ad prbddsh y |
cu un alt material sau produs.

11) / 2 y i NRdces gayi cohffolul procesului firocess control or process control):
O2YGNRTf dzf SFTFSOGdzrd ny OdzNEdzZ FFOoNAOFDASA ny
LINE OS&dzf dzZA X LISYdNXz I &S | aA3dz2Nk ON SINR Rillz& @5
O2y GAydzZr NB LC!'0 SaidsS O2yTF2NYXY &LISOAFTAOIDAATL ?
SOKALNl YSy(dzZ dzA L2 GS FA O2yaARSNIGX RS FasSys$s

12)/ dzt G dzZNN RS OS INBdzidB G & O Rirfyvitr@diS ® deBSDEBRt SE 2 NJ
organisme pluricelulare.

135AaLR2TAGADG RS dzy LX SéhiBamaénh Sduzpdrdt gralectat WantyliaT 2 |
LISNY¥AGS dzYLJ SNBF aAaydzZ dFryN RS 1 | OSSIFO6A &dzN

14)Dosarde al® NA T | NB o6 ny NB3IAa i Nd-SNB 0oR S NSO daYISN (iSk 2
a0NHzZOGdzNN LINBadlFoAft AGNT LINBT SydlFd &LINB | LINZ
LINR Rdza dzf YSRAOFYSyid2a O0A FLINROIFG ny LINROSAdz

15) Fabricant (manufactuar): LJ2 & S & 2 NXz dzy SA [ dzi 2 NRT | DAA
AYRAZZGNARALF € NO | YSRAOI YSY (St 2N

OY UNBLINAYRSNBI OS nyFNLIdzZASOGS YNOI NI dzyt
considera fabricant de produse medicamentoase.

16)Cl 0 NA OF Y A S tO+YU S/ dZFUISONIFIENSSAVEYS  LINA GAY R | OKAT
OA LINPRdzASTY LINRPRdzOSNBIFZ FYolfFNBFEEZ NBIFYOL £
StAOSNI NBFE RSLRTAGINBFIE RAAGNAODzZOAl  LINE Rdza
asocate.

17)Infectat (infected)O2 Yy G YAY I G Odz  3SyoA oA2f23A0A S
2 AYyTSOoASOD

18)lIzolare (containment): OO0 A dzy S RS AT 2t I NB | dzy dzi-unt 3 Sy
LI OAdz 6AYS RSFAYAGOD
0 LT 2f | NBaryddiaivrheNSistanLdl&olare care previne trecerea unui agent
A2t O ny YSRAdZ AYSRAFG ny@SOAYyLlF G £ dzONXzt «
I d SNE o0A2f23A0S aA3dz2NBE nYLINBdzy N Odz LINE O

QX

2 3 A
olY

Q< O



b) Izolare secunddN 06 &aSO2 Yy

R I NBiste 2ie/irolark gare Prg\inéd trecerea unui
Syd oAaz2t23A0 ny Y
N 1

|.

| 3 S RA dz SEGSNy aldz ny €4
NYONLISNA Odz aAaGSYS RS (NI (I NB -dzNWN Sowsrfifatdile dzINGE
LS)fuNliz a02FGSNBIF YFGSNRLFESEt2N) 0A LINPOSRdAzNR |
O2y i NAROdzA f I ONBOGGSNBI STAOASYDSA AT 2f NNAA L

19)OY NB I A & (i NRNB dzYOMNBIC2 NBRS YOI NS o6dzA S &aN NBEI ON
AyOtdzZ nyR 6A RAAGNAOdAzoAI | OSaidSALF T LINBOdzY oA
calitatea produsului finit.

200l AYAGN RS | Oy ACAS SANAQ@E A&iyF ofAX MAIG 800 WB = RI

RS dzNJY NNA NFnediate. O2 NBOG | NB

A

D[ AYAGN RERGENNINEGHOAEAG OFNB I ESNISHIN
fl O2yRADAALS yzNyltsz OFNB ydz ySOSaAriN I Ooai

22)[ 2 F“zS aNYnyyN 64aSSR f2a0

a)Sistemdeld RS aNYnyy N): OrasBtSiRprif G sedi 8utdess/& de produs
RSNA OGN RAY |-c“)ét|-6)\ f20 RS aANYnyoN aYl YNES |-
f20dzf RS aNYnyoN GRS f dzONHza &S LINGILSsteNdXoveRiA y
RAY f2Gddf RS &ANYnyoN &S ydXOWNREGY IOM  WHND  RISNE
aANYnyoN aYlYNé RSOni OI-DORFAERDHENBEGAYTAONRZR
f STAOFOAUGUNDAALF OAA I & & & NKADdzYy O SIK I & ek A Y82 (i c
RS aNYnyoN GRS f dzONHz &adzydi nyNBIAAaIGNI (S0

b)[ 20 RS aNYnyyN a&Ylhy NGdz olydzNeNiT SRNS & YSASGRN.Pf 22NE0l Y
dzyy aAy3Idz2NJ ONF O ny NBOALRASWIASS niya (i ® SR NXgty Odgyi
dzy AF2NXAGIGSEFET AN &S LINBOAYN O2y il YAY I NBI 0A
ny F2NX¥N fAOKARN SadsS LINaidNrd RS 26A0SA (1
aNYnyoN daYFYN&ENBRRERAE AT O 6 Y RIS NL-dBisightd stabildayea. & O dzi N

o[ 2G4 RS aNYnyyYN 4R d20 izl dzd% 2 RE A Y B O BB S RE

S H

f20Gdzf RS aNYnyoN &Yl YNE R’ééU)\YI GN dziAf AT NNR
divizaS ny NBOALASY(HS 6A LINaAadGNIGS ny O2yRADAA A

23) Material de ambalare (packaging materiaD:NA OS Y I G SNRAF £ dziAf Al
YSRAOIFIYSy(d &l dz LC!X SEOftddnyR F Yol Il 2dz S
al 0SNAFfSES RS |YolFtFNB &adzyd LINAYIFINBE O6A &asSo
medicamentul.

24) al GSNRAS LINA YN oamm;\ yadzo MG & FRMNIF € dzdvA £ AT
YSRAOI YSYGT LINRRdzA Ay G SNY) S Ruateridlelé de arhb@lare. & | dz |

25al G SNAS LINAYN @S3aASil € N Lot O NBHaR\NS YLt R-AYQIRSY | @ S\
dza OF G N al dz LINNDA RAY | OSlFaidl o

26)a SRAOFYSyd RS 2NRIAYS @S 3 praduse MediaanBnibhse
OFNB O2y0oAYy OO0ORK o08dzya iSymét SEOfdzaA G @S3aASGLHt &

27) Medicament radiofarmaceutic (radiopharmaceutical)rice medicament care, atunci
OnyR SadsS 3JLdl RS F21{2aANB>X O2y0AyS AyO2N1R)
(izotopiradioactivi).

28) b dzYNNJ RS aSNRS o6&l dz bdzYyNNJ RS 2 20 Y 00Aoyr |
OF N} OGSNA&aGAON RS OAFNBE OAkaldz t AGSNBE OF NB A
29) Organism exotic (exotic organismijn agent biologic generator al unboli inexistente
NYFNDFNN aldz T2y N 3IS23aNIF FAQGN AdTAd Al {0 ARSI dzZNG 2 f
LIN2INFY RS SNIRAOFNB ny OSI OoFNN &ldz 12yN 3

30)t £ FYyGdN YSRAOAYL (LB | & YiNR AnGAGYNF | IINE | ayleidsuntLIN N
dzi At AT FGS ny a02LJzNAR FI NXYIF OSdzia OSo

31) Proceduri (proceduresR S & ONA SNBI 2 LISNI DA Af 2NJ OF N3 (N
GNBoOodzA S fdzr 6S OA | YN&adzNAt 2N OF N GNBodzA S L
unui produs itermediar al IFA, a unui IFA sau medicament.



32) Proces tehnologic (production)t 2 §S 2 LISNJ} DAAf S
YSRAOIFIYSyG RS fF NBOSLIOAF YFGSNRI TS
produsului finit.

33) Produs finit (hished product):Un medicament care a trecut prin toate etapele de
LINE RdzODAS Ay OfdzZ nyR Yol fFNBF ny NBOALRKSYIGdz

34) Produs intermediar (intermediate produc):y’ Y+ G SNA € LI NDAF £ LI
GNBFON LINRY I f G SnteXlé & dei@ni hProdus viablh OF DA S ny

35)Produs vrac (bulk produch:NA OS LINBP Rdza OF NB | G NB Odzi L
SEOSLIOAL Yol ftNNARA FAYLE SO

36) Recipient cryogenic (cryogenic vesset)f NBEOALIASYG RSadGgAylraG a
temperai dZNN SEGNBY RS &ONT dzi No

AY LI
2

LI A OF
f 2NJ 4 NBC

37)Reconciliere (reconcilatiod: O2 YLJ N} oA S FNOdzi NZ DAYr])/FVQ
OFyiaGAdraGaSr RS LINRPRdza Y dz Ylu‘NJ\lté G§S2NBGAON
38)Recuperare (recoveny):y i N2 R dzGoSINB M Za $]I\Uu NI 6)\ fl dzy adal
dzy SA &SNRAA LINBOSRSYyidSz ny dzdltAadl al dz ny

as

39) Reprocesare (reprocessing):NJB f dzO NI NSI NB LIS { | l"J N | dzy SA

LI NDAFENZ RS 2 OFf{SifliS2 yEP&ENES 5 & NJdz$ i N G 2

Ydzf 0§ S 2LISNI OAA &dzZLJX AYSYGIFNB= ad¥s
40) Returnare (return)NB a G A G dzZA NBI I LINPRdzZONG2NJ &l dz R

poate prezenta sanu o neconformitate de calitate.

i |
<
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-
c
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41)Sas (aock):! v &LI DAdz nyOKA&X Odz R2dz2N &l dz YI A
al dz YFA YdzZ G§S OF YSNBEZ RS SESYLX dz RS RAFTSNRG S
SN ny G4 NBE | QSNBSS dAISY SINS aGn yWRF NS 'y ala Saas
fie pentru produse.

42) Serie sau lot (batch or lot):  YUGAGFGS -RSTAVSNR S RAINKANIN =
YOIl € FNBX &l dz LINB Srdpir praddsPsalSerie de prpgseNJA G TSt ny On

O2YyaARSNI UGN 2Y23SyNo®

t SYGNHz NBIFfATINBF ydzYAd2N SGFLIS RS Fuh o NR
YdzYNNJ RS adz dSNAAZ OF NB dzf GSNR2NJ adzy i NBdzy A
FlL ONAYh DK dzA D2aSNAI GNBodzA S &N O2NBalldzy RN dzy !
LINAY 2Y23SyAdGrGSE SA ao02yidl dNo

{SNAS ny O2yGSEldzZ O2yGNRf dzf dZA YSRAOI YSyi
unei forme farmaceutice, care suntfabriéat RAY FOSSFo6A OFyaGAadalradsS A
adzZFSNRAG | OSt SIFOA ASNAA RS 2LISNIYoAA RS T
FI ONAOFDAS OQYuAdedzZZ 01208 NIS2 IdY N GRS Ad BY @I I@INHRKD(D

43)Sistem (systemiynmadR St NB It SYSy Gl d RS I OGABAGNDA ¢
ddzyi dzyAGS LISYGaN¥z I F2NXI dzy nydiNB3a 2NBEIFYAT |

44) Sistem computerizat (computerized systemy LINR OSa &l dz 2 amJS NI
sistem de computere.

45) Sistem de computere (cgmter system):! Yy I NHzL) RS O2YLRYy Syl S
softwaredzf | &2 O0Al 4% LINBASOGIG 6A Fakyvyoflhd LISydNk
ALISOATFTAOSET OFNB AyOfdzRY AYUNRRdAdzOSNBIF RS R
RSAGAWA GG A€ AT FGN FAS LISYGNHz NI LIR2NIGFNBX FAS

Ol
Z..

AL o

46){ LISOATAOI YA S da?\La]&@J)\TRASOlms\aelyg)zv NJSTSNJ\)/DS
ONRGSNRAA RS | OOSLIiFNB FRSOGIFGSET OFNB LINBTAY
G§SaaGasSt s ééééNJ\ S® {LISOAFAOI DAL RSEAONAS ONR

YSRAOI YSy (2l
a 02 Lddzt dzA LINB
LINE Rdza dzf Y SR
ddzlddza G S&ai St

FaN aldz dzy LINPRdzA YSRAOFIYSyG2az
BONT dzi & G/ 2yT2NJf)\u|ouS|Yéc“Ronoam§®'men
AOFYSyi(i2a &S @I nyOFRNI ny ONXI
2

NI ny O2yF2NXAGFGS Odz LINE OSRdzNA f



47) Sterilitate (sterility){ G F NB OF NI OGSNAT I GANILIBANV P | 6B BROT
RS AGSNRAEAGEFEGS &dzyd LINBGNT dziS ny CIF NXYI O02LISS|

48) Umplere cu mediu (media fillx SG§ 2 RN RS S @I f dzr NB | dzy dzA
YSRAdz RS ONBOGUGSNE YAONROALFYN® 06! YLI SNhduS O«
simulate(simulated products fills), umplerile cu bulion (broth fills) etc.).

49) Validare (validation)! QDA dzy S LINAY OFNB &S R2OSRS06
.dzy N LN} OGAON RS FFoNROIFIDAST ON 2tNi#at® Sau disé®d OS R
Fg2NJ LINRRdzOS ny VY2R O2yaidlyd dzy NBITdzZ GFdG Ol
predeterminate (vezi de asemenea calificare).

50)%2 Yy N O2y GNR I GM d@a Wi NP2ty SSIRNHEANISN: 06YA  dzi A f
contNRB f dzf AYUONRRAZOSNRA dzySA LI&AAOATS O2y il YAYN
ASOAYODSt2NJ dzySA St A0SNNNAR | OOARSy
N NBFEtSOGS yIGdINI O2WRA YA S YV gzA Y Nzl §
AS YSyYoAydziN fF 2 LINBaAiAdzyS yS3l daaan
NE STAOASYUOGN I OFYyGAGNOAEf 2N YAOA RS
51)%2 Y N OdzNJ G N o CIySNIND btz NSEFOAY A G £ YSRA dzf dzA
LI NI A Odzf S 06 A 2y 0F YAYNNARAA YAONROASYS:I 02
ISYSNI NS 06A YSNBF O2ydl YAYFYyDAt 2Nl ny Ay
SutRSTFAYAGS n EF M 1 DKAR 4aCloNROFDAL LN

\ N T2t 0% 4dQtydN yOG2UINHIMYTEINR OFIANE

-O0A UAYLE O2YRADAAES R
Oﬂ)WauthAuN OA dzd Af A
INF NB | | SNz dzA 0 &N

53) %2 Yy N N
araisSy RS
din interiorul zone:i.

NYRSLI AyS| a
V¥
l.j

3
‘S
.—nZO<

Cb’)

Capitolul 1l
a!l!b!'D9a9bc¢} [ /'V'[L¢e¢(2LL

{ SODAdzySI ™
Principiu
4.t 2aSa2NHz dzySA Fdzi2NAT FoAA RS FIFOoONAKROFODAS

anN ()zN‘aLszyRN d02LJdzf dzA LISy i NXz OF NB | dz F2al
NYNBIAAZGNI NBE I YIEEQAIAY SO deONGEAG AONZSY Fi 21 NYI-XDldik D A (i
25 mai 19936 ny O2yGAydzt N5 /SNUAFTAOFG RS nyNB3IAadl
RFG2NId RSTFAOASYDSE 2N LINAGDAYR &A Jdzidayamesui Ol
20ASOGAG It OFftAGNODAA Fy3IFre2SIT N NBalLRyaloAf
S : G2F4GS RSLINILFYSYGStS o6A RS

y
RAAUGNROdZA G2 NR T 2 NI

Y Y2R &aA3dzNJ I OSaid 20ASO0GAQ LM
é.{

aN LR2aSRS dzy a GSY RS ! AaA3dz2Nk* NB | OFf AGNODA
O2y OSLIiStS NBFSNRO2FINB 1 .t CNANJIQdzide® Pzt ROF Y

6.! OSaiG arxadasSy (NBodzAiS &a&N 60SYySTAOASI S RS 2
Y2YAG2NRT FGNd ¢21GS O02YLRYSYy(dStS araidaSydz dza
O2YLISGSyidz t20FTIUNDAETA BOEA LD YO & IDdzygANG 2 NB 6 A

7.1 2y O0SLIiStS RS o6FT N NBFSNAG2FINB tF /X .
OFrf AGNDAA a8 AyGéN”zymoxzyéli'cb 1 0SaidsSI ad
AYLERZNIGFyYyol M Fzf RAOSEPAEE BA O2y(iNRfdzZ YSRAC

{ SODAdzySI H
Il &A 3dzNJF NBI Ol f AGNDA A


file:///C:/Users/Liviu/Local%20Settings/Temporary%20Internet%20Files/Content.IE5/LDZGCYYP/TEXT=LPLP199305251456
file:///C:/Users/Liviu/Local%20Settings/Temporary%20Internet%20Files/Content.IE5/LDZGCYYP/TEXT=LPLP199305251456

02t SOUADT LG AyTFftdzSyol OFf
2
|

7 A ~

8. &A JdzNJ) NBI OFf AGNODAA SadGs dzy
AGL G HzWMBzA dzNIMER R.
|

O2y OSLJi f I NI
St

A ~ -

ODAYSNBI RS LINPRdzaS I ONNBNJ OFfAdGFGS &N O3
dA3dzNI NBI OFf AGNOAA nyO2N1R2NBIIN .tC 6A |foO

9.{Aa0GSYdzZ RS ! &A3dzNI NB [|0AGIi AVGSNROMOI YE3/ NS H
' &A 3dzNBE dzN¥ NG 2F NBf SY
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13./ SNAYODOStS FdzyRIFYSYy (IS LISYGdNHz O2y ( NPt dz
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yOo 20t AIFOGABAGEGSE LINAZGNNNAA LINRPO6SEt 2N RS |
RAY LINPRdzAaStS FAYAGSET O NBEREAQN LJS&ﬂSdIS:’Sé)SaSlEl
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controlul, comuk OF NI O6A GNBOSNBIF ny NBGAaAGN | NA&Oc
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O2NBOGN I LINPRdzaSt 2NJ YSRAOI YSy (RS aLSNPARSIzGho- AT SS |
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[ £ A FIANDS (NN aOdzA S N FAS 20dzldr §S RS LISNB2YI f
OFf AGNDAA GNBodzAS aN FAS AyRSLJéyRéyo)\ dzy dzt ¥F
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unde este cazul, dezinfectate conform unor proceduri scrise, detaliate.
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no /nyR 'YI-GVSNJ\)\fS LINAYSZ YIFUSNRIESES RS

LINE Rdza St S ONI O adzyd ny O2yidl O RANBOO Odz

LI I F2FyS 0A LI NR2RESSE AfOA LOANRIOSHZARSS &FNA aFdiNA yaS id8 O

LI NI A Odz ST StS (NB06dzA S aN LISNNYAGN 2 OdzNNoOIl NB

<

pO [/ 2yRdzOGStSs AyadltlIoAAfS RS Af dzdikchlel =
OA aAlGdzZ S Fad¥FSt nyoOnid aN asS SOAGS F2N¥I NBI
LISNY¥AUGNEZ LIS Onid LIRaAOAT S nydidNBOAYSNBF 2N RA
cv /IylrLftSftS RS S@I Odzt NBE G(NBESA@NBdzaS @FdzSaw
NBGdzNX / FylfStS RSaOKAaS (GNBodzAS aN FAS SgA
LJdzO A Y |-quc“>7\ LISY G Ntz F LISNX¥YAGS OdzNNol NBIF 6A R
TO %2y RS FTFoNAROIDAS §NXKO dde SontralM aefuluS S
6 Ay Of dzlnyﬁe GSYLISNI dzNy o6AZ dzyRS SaidsS ySOSa
YIEYALzE F ST 2LISNIOAAT 2N STFSOGdzr &S ny Ay idSNA2
yOo [/ nYGNNANBF YIGSNRAL 2N LINGYEONDI NESANGEA R Sa N

A

aSLI NGNS RSAGAYIFGN | O0OSaldza &aod2 Lo

b0 Oy Ol T dNAEtS OnyR a8 StA6SNBITN LNFYT 00
2LISNFOAA RS LINBf dzONI NB> FYolFtFNB | LINRRdzaS
evitareaO2 Y i F YAYNNAA ny ONHzOAOGLF GS OA dzodzNIF NBI  OdzNJ

MAnO [20FEdz2NRAES LISYdNHz ' Yol fFNBF YSRAOI YSyl
FAGFSt nyond aN &S S@OAGS | YSAGSONNRES o0A 02y

MMO ®%2yStS RS LJNERdzOUzYSVIULNSEdzh$ ¥RRTRS2D
S¥FSOGdzSIHT N O2yiNRItS QAT dad S LIS Tt dzEo



MHO [/ 2Yy0NRBIESES ny LINRPOSa LG aN asS S¥SO
AYLE AOS YyAOA dzy NA&AO LISYGNdz FIoNAOFDASO®

45.Zone de depozitare

1) Zonele de depozitaraNtS§ 6 dzZA S aN FAS RS OF LI OAGFGS IR
2NRAYS | RAFSNRAGSE2NI OFiSI2NRAA RS YIFGSNAL €
LINE RdzZ&S AYUSNNYSRAIFINBI OGNIO o6A TFAYALGST WNRRC
retrase.

U)’ )

HO %2y StS RS RSLRIAGINBE GNBodzAiS aN FTAS O
O2YRADAA o0dzyS RS LINAGNINBP Oy YZ2R RS2aSo6A0:=
YSyoAydziN ny tAYAGS I+ OOSAXA®ABEMOANY R BEzy WN
GSYLISNI GdzZNNT dzYARAGIFGS0T | OS&aidSI NBodzaS &N

o0 %2ySfS RS NBOSLIWAS 6A RS SELISRASNB (NB
FFoN RS FI OG2NRKMO®E A2lyTISS NER ORRS ONMB/ASLIA ISR (§ NB 6
O2NBaLMzyT NG2NJ LISy NHz || LISNX¥YAGSSE RIFEON SaiGsS yS§
RSLI2TAGNNRAA f 2N

no Oy aAlddzZ oAl ny OFNB OFNIYylGAyl SE§508NBaiz
FAS OftFINJ YFENDIGS 6A ny F0SaidsS 12yS ydz Saa$s
nyt20dAS6GS OFNIYGAYylF FAT AONT (NXBo6dzAS aN 27FS

po Oy Y2R Y2NXIf3X LINBtSOIFINBI SNROBdz2ING RN i
aSLI N GNd 51 ON LINBt SOIFNBIF LINRPoSt 2N SaidsS STSC
aN a8 FION aGdFSt nyoOnid aN asS S@AaaS O2yidl YAy

c0O ¢NBoOodzAS aN &S | aA3dzNB pratiysdor sab mdteNdlelorS L

respinse, retrase sau returnate.
TO al GSNAFfSES O0A LINPRdAzASE S LIz SNYAO | OG A«
8) Materialele de ambalare imprimate sunt considerate elemente critice pentru

O2Yy F2NXNAGIE GSI AY SIRNBGIIASYy BN ZFNMISSO RSLRTAGFGS ny
46.%2yS RS [/ 2y UNRf It OFf AGNODARA

MO OY Y2R yY2NXIf3X f1F02NF{i2FNBftS RS 02y (NP
I OSFadl FNB 2 AYLERZNIIFYON RS2as bdudelor hSloficeNdz
YAONROA2Et23A0S 6A I NIRAZ2AT 2G2LIAf 2NE OF NB RS

HO [FO02NFG2FNBES RS O2yGNRf GNBodzAS aN ¥,
RSATNOMzZNI ny St So 9£SS AlLBBOAdAIS: Sa NLISH X Slza dzF AaQ
O2y il YAYI NSl nyON ﬂéAéIuN¢ ¢NBodzAS aN FAS LN
LIS y (i NXHz ozyuNJ LJNEOS OA NnYNBIA&GNNNR O

ov t20 TFA )/SOSaINJS OF YSNBE aSLJ NI LISy i

1S
AYIGSNFSNBSyoS Sf SOGNAROSE dzYARAUGIGS S CQD
no / SNAyoS aLISOAFES aS AYLdzy ny fFo2NF G2l
deosebite, ca de exemplu probe biologice sau radioactive.
47.Z0ne anexe

MO / FYSNBES RS 2RAKyEkelehteBonedzA S aN FAS aSLI T
HO +S&a0AFNBES O0A INHzLIzZNAES alyAidlNB (NBo6d
dzG A€ AT FG2NRA® DNHzLIzZNRA €S &F yAGFNB ydz GNBOodzA S 2

de depozitare.
o0 ! GiStASNEtSod®ES nyNi NEnS yBINS
OnidS 2NR &dzyd LINAGNI GS LASaS o
sau dulapuri destinate acestui scop.
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48.9 OKA LJ Y

Syitdzt RS FFIONAROIDAS (NBo6dzAS &N F
O2NB &alLlzy RN a02 LJdzf dzA LINE LJdza &
49.hLISNI DAAES RS NBLI NNB 06A RS nydiNBoAySNB

produselor.

50.9 OKA LI YSylGdzZ RS FIFIONAROFDAS {(NBo6dzAS aN
02NN oA O2YLX SGiNo | OSaNm duyhes\ﬁdmhszcnsmdmmé
GNBodzA S LINAGNI G ydzYlFA OdzNF G oA dzaOF o
51.9 OKA L) YSyiGdzZ RS &LINfIFG O6A RS Odz2NNol G Gl
2yaidAiGdzAaS 2 ad2NAN RS O2y il YAYIl NB®

52.9 OKA LJ YSy il dzt { NB o dze Bvitd osicé FsS de erbayedsdu lcdntaniinang.y” O

53.9C)K)\LJ|-YSyijdzt RS FIFO0NROIFIDAS y dz GNBodzA S a
SOKA LJ Y§yﬂdzf dzA RS TIONJ\OID)\S OFNB GAY ny 02\

aN OSRSIT S2laNmN amy LbdaNsh G NoA | aGaFSt nyonu aN |
prezinte vreun risc.

'.F
dz RC

54.t SYGNHz 2LISNIOoAAES RS FIONAROFDAS ©6A RS
SOKALI YSYyld RS YNadz2N» NBX ny R2YSyAdzZ o6A RS LN

55. EchLdl YSy G dzZ RS YNadzNJ NEZ RS OnydNNANBZ R
SiFrt2yFd oA GSNAFAOI YSGNRE23aA0 ny Y2RdzZ &l
OYNBIAAGNNNRTE S ozNJSaLszyiNijzl- NE | 0OSaid2N) 6SaaS

56./ 2y RdzOG St S TFTAES (NBodzA S-a ANGDFK SO daff dziNJ SA A
sensul de curgere.

57./ 2y RdzOGStS RS LN RAAGATIGN O0A RSA2YyAT L
LJdzNRA FAOF G NX | LIN LIS yRISNHk yAFYS30SiD nirSA 00 2y N2 aNd¥A Sdzy's@2 NN
RSGFEASTS ftAYAGSES RS | OoAdzyS LISYiNHz O2y il YA

58.9 OKA LI YSyildzZ RSTFSOG (iNBo6dzAS aN FAS nyRSL
OA RS a0z GNRTFAS AT 2t 4 FATAO O6A Of I NI SGAOKSI

Capitolul V

5h/!a9bc¢! 1L!

{ SODAdzySI ™
Principiu
59.52 OdzYSy G4l oAl O2NBOGN O2yadAddzAasS 2 LI NILS
! OSFhadl GNBodAS aN FAS &50NBZEWdzyOtONNR EIZ Wi NGS N
LISNY¥A UGN NBEFFOSNBI AaG2NRAROdzt dzi ASNASAP® { LISOAT
OA NYNBIAAGNNNARES GNBodzAS aN ydz O2y DAY N SNERI
estedS YIFEAYN AYLERNIIFyYyoN®

OoAdzySI H
ySNJfAuND)\
NAdz ny RSOFfAdz OSNAYDO
' dz 200AYydziS ny GAY L

60.{ LISOATAOlFIODAATE S
YIEGSNRLFESES F2f2aAil
Ot AUNDAA®

Formi St S RS FTIONAROIDASE AyailiNdzOoAiAdzyiAftS RS
YEOGSNRAAES LINAYS O0A YFOGSNAIFIESES RS Yol fl NB
ambalare.

t NPOSRAZNAE S 6t NPOSRdAzNAE S h WSINAOD A 27 A £ SIS §/ i I
RAFSNAGSE 2N 2LISNIF 0AA LINBOdzyYY OdzNNol NSFXI nYo
folosirea echipamentelor.

OYNBIAZAGNNNRES FdNYAT SIT N A&dG§2NAROdzA FASON
LINSOdr &S OStStFfGS aAlGdzad oAA NBESOFyaS OF NB
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61.52 OdzYSyG4StS GNBodzAS aN FAS 02y OSLiziSz LI
anN ()zN‘é dyF'eN Odz LINNDAEtS NBf SOl yzars £S R2&I N

520dzYSyGStS (GNBo6dzAS &N FAS [LINROFGST asy
autorizate.

~ A -

62./ 2 Y O A Yy dzii dz FVQQOdYé}/quZNJ Y dz
f1

GNS6dzA S &N FAS
520dzYSyStS NBLNRPRdzAS (NBo6dzAS &N FAS Of I NB ¢
RAY R20dzYSyiStS aidlFyRINR ydz 4GNBodzA S aN LISN)YA

63.520dzYSyiStS (G(NBodAS aN FTA$t NBYABdeA ( S dzp
R20dzySyid S40S8S NBOAT dAGE GNBodzA S aN SEAAGS dzy
ale acestuia.

64.520dzYSy iStS ydz GNBodzAS &N FAS &aONRasS R
introduceri de date, acestea v&FA a4 ONA &S RS YnyNX RIFNJ Of I NE
F 0OSad2NJ RFGS G(GNBo6dzAS aN FAS adzFAOASylo®

65.h NA OS O2NBOGdzZNN F RdzAN dzydzA R2OdzYSyd (G NBo6
AN LISNXYAGN OAGANBIF AYyTF2NYIF GNBED dzZRSA ANY [ FASD r
corecturii.

660yN53AauNNNmtS GNBodzA S a4N FAS SF¥SOlUdz 4GS
I F2ad NBFItATFTGN 6A ny o6l F¥St nyOnid G214GS 2
L2 F E NNFO2yadGAlGdAGSd 9fS G(GNBo6dzAi S &N FAS LINAGN

finit.
67.5F GStS @2N) FA nyNBIAAGNI 0SS Odz | 2dzi 2 NUzA 2
y a INA y | ftdic@zurly pra@@édarile @&aliake $rivindy” O N
Fdzy OoA2y Il NBI aAadSydz dzAi F2ft2aArid GNBodzaAS aN
GSNAFAOIFIGN® 5 ON 20dzYSyaStS adzyd LINBt dzONJI i
numai persoane autorizattJ2 i A Y GNP RdzOS &l dz Y2RAFAOI RIF GSf
NYNBIA&GNNNR | f Y2RAFTAONNAE 2NJ &l dz | ydzZf NNRf ;
Ff4G4S YA2t2F 0S8 NB T dzf G G dz AyuN@MtsmmleRlu
ASNRASA aid20I4d SOGNRYAO GNBO6dzAS &N FAS LINE
|
N

<
o
N

—

al dz 2NX Ol NB G YAc2t20d Oy éLJé()Al-fz SadasS A
LINA G NNNAA f 2

{$ODAdzySI o
Document cerute
68.{ LISOATAOI DAA

¢NBodzAS aN SEAadGS LISOAFAOFODAA FLINBOL UGS
YFEOGSNRAFES RS FYOFEFNS O0A LINRPRdzaS FAYAOGUST RIO
LISy & NHz LINR Rdza S AyGSNNSRM NE OA LINPRdzaAS @NI O
69.{f LISOAFTAOFIODAA LISYUNXHz YIOGSNAA LINARYS O0A YI 0
{LISOATFTAOIODAAES LISYUNHz YFGSNAA LINAYS OA Yl
aN O2yODAYNIZ ny Fdzy OoiaAS RS OFiY
1) descrierea materialelor, inclusiv:
0 ydzySt S TZfSQéHlUDNﬂ]\)éI(IZ)K)SUIO[ASIVdZ—YNNJJIZf RS 02
60 NBF¥FSNAyOolrz RIFEON S&ad$s OFildgz ftF 2 Yzy23l
Ouv ydzYStS FdzNYy AT 2NHzZ dzA | LINRPO6 G O0AX RIFON Sz
RO 2 Y24UNN RAY YFGSNARIFIESEtS RS Yol flNB AN
HO AYyadNUHzOoDAdzyA RS LINKBfESOINBS o6A (GSadlNB al
o0 OF NI OUGSNRAGAOA OFtAGFOGADS OA OFYyUOGAGF GAcC
ndo O2YRADAA RS RSLRTAGFNB O6A LINBOIFdzoAAT
poO LISNA2IRIF YIFIEAYN RS RSLRITAGINB nyl AydSs

|.
70.{ LISOATFTAOFIODAA LISY({iNHz LINPRdzAS AYGSNIXYSRAI NB



{LISOATAOIDAAES LISY(GN¥z LINPRdzaSft S AyﬁéNySF'z.
RAALIRYAOAETS |GdzyOA OnyR | OS&aidsSt adyu O dzY LIN NJ
produse sunt folosité | S @I f dzI NS LINE Rdz& dzf dzA 1 OSa

AYAQo
FfS YFGSNRAAE2NI LINARYS aldz IS LJNERdzanENJ FAYA
71{ LISOAFAOIDAA LISYUNHz LINBRdzaS FAYAUS

{LISOATAOIDAALS LJSYuNliz LJNERdzanS FAYAGS G NEX
1) numele folosiny dzy AdF Sl RS FFLONAOFDAS 6AX RI ON
2) formula sau referire la aceasta,

o0 RSAONASNEBF F2NX¥YSA FINXYIOSdziAOS 6A I RS
no AYyadNHzO0oAdzyA RS LINBt Sl NJSpamdente;Saijl- NBE at
p0 OF N OGSNARAGAOA OIFfAGIOGADS O6A OFYGAGEGAC
c0 O2yRADAAES RS RSLERZTAGIFNB O6A LINBOI dmAA ¢

7) perioada de valabilitate.

{ SOOAdzySI n
C2NXdz N RS FFIONAOID&S OA LyaidNHzOoA
72.t SYG4NHz FASOI NB LJNERdé OA LISY(iNXz FASOINEB
AyaidNUuzOoAdzyAtS RS LINRPOS&INB | dzi2NRT I G Suul ! OS
singur.
MO C2NXNdzt I RS FIONAOFDAS GNBOodzA S & O
a) numele prodza dzf dzA Odz O2 RdzZf RS NBFSNAYON RAY &Ll
00 RSAONASNBIF F2NX¥SA FINXYIOSdziaOS: O2 "
Ov 2 tA&GN F (dzidzNBNJ YFEGSNRAE 2NI LINARYS OI N

RS&SYYylri 6A N2RHNBRSANBTEHNAPOF OSE dzA Y GSNAL €
LI2FGS aN RA&ALI NN ny OdzNEdzZ FlFoOoNROFODASAT

RO 2 RSOftFIN}ODAS | NI levsyudztdzA FAYLE S
AYGSNYSRAINB NBfSOIFyiSs RION SaasS OFIT dzZ o

HO LYAGNBRPOSHANS RSBodzAS 4N O2y0AYyNY

0 RSOfFNINBF f20dzZ dzik RS LINPOS&lF NB O0A LINR )

00 YSUO2RStS &l dz NBFSNANBIF I YSiz2RStS Ol

SOKALI YSylidzZ dzi ONRGA O 6 R&e, Slbre, lsIérdizarE)lSYu NHz OdzN
O0 AyaidiNdHzOOoAdzyA RSGFEAFGS LISYdNdHz FASOI NE
materialelor, pred NI G YSY iS> &S0O@Syol RS | RNdzAF N3 |
temperaturi);
RO Ay aidNHzODA dzy A SLIS)Wi NINR2ONFAG NRIz @ AWIANESH S f
S0 dzyRS SaiasS OFldzZ > OSNAyoStS NBFSNARG2I NB
I & dzLIN} NBOALIASY(dzZ dA X SGAOKSIONNARA O0A O2YyRADA
FO 2NAROS LINBOIdzoAS &aLISOAIETN OFNB GNBodzAS o

SODAdzySI p
LyaidNdHzOoAdzyA RS Yol f Il NB
73.0y OF RNHzf ny dNBLINAYRSNARA dzNX¥SFI N | FA |
LISY G Nz FASOF NS LINPRdza Onid o6A LISYyGNHz FASOI NB
aN O2YyDAYN 2 od@Bef SNAYON I  dzNY NG
MO ydzYStS LINPRdzadzf dZA T OF N3 Ay Of dzRS vy dzY N Nzt
S

HO RSAONASNBIF TFT2NXYSA FINXYI OSdzia O OAZ RI O}

00 YNNRYSI FYolftladz dzA SELINRAYLFGN ny yhdzY NN
recipientul final;
no 2 fAaGN O2YLX SGN | (GdzidzNBNJ YIFGSNARIf St 2

SNASA RS FFIHoNAROIDAS OdzLINAYyTinyR OFYyGAGNODAZ
LISOAFTAOFOALF FTASONNMHzZA YIFGSNAFET RS FYolfl NBT

Q¢ QX



55d¢ ON S&aG$s C)leztz dzy Y2RStf &aldz 2 O2LWAS |
&LISOAYSYStS AYRAOnNYyR t20dd dzyRS &S FLX AON yd

c0 LINBOI dzoAA aLISOALFES OFNB GINE®IdzAISH § yAdil SI-
SOKALN YSylidzZ dzA =S Odz a02LdzZ RS | O2y FANXI Sf
2LISNI DA AT 2 NI

TO 2 RSAONARSNBE | 2LISNIYoASA RS IFYolflFINBZI O

echipamentul care va fi folosit;
yo RSGFEAA FES O2yiNRFESE2NI ny LINROS&s> Odz

SOoAdzySI ¢
AZGNNNRA RS LINROSal NB | a
S LINRPOSA&AFINB | &SNRSA
S LS LINNbAfS NSté@l-yﬁs
n
NI

{S

OYNB3IA S 1

74.oyN£3AaGNJ\1NJ\fé R NE
AcesteatredzA S &N a$8 o1 81 |
LIN2 OS &Il NB | LJNEqué
LISy G NHz I a8 Sg@gadal
FIONAOIFIDASO®

75.0yF Ay UGSl nyOSLISNAA 2NAONNBA LINRO
NBT dzA §S ON SOKALIYSyGaStS oA 1 2yStS
documente saumatédr £ S OF NB ydz ddzyd ySOSal NB LISy i NYz

¥ 2

S
z Yy @GAI2FNBD [/ 2YLIX SGl NBI
O0S S NiPdrANSS 3RS  Qi2Nd- oyAayONRYS

ddzy i OdzNF 6S 6A O2NBalLlzyl NG2I NB LJéyﬁth f2ahi
76.0y GAYLMzZ LINPOSANNARAZ dzNN¥NG2FNBES AyTF2N
YNadzZNR fdzl §S OAZARGNNNOLSLIIRBoMWES ZFNNBIS RI
NBaLR2yalroAftN LISY(iNdz 2LISNIoAAES RS LINRPOSal NBY
MO ydzyStS o YdzZY NNHz RS &aSNRARS | f LINP Rdza dzf ¢
HO RFEGSES o6 2NBfS RS nyOSLISNE | LINRBOSaN!
ny OK S A0SNWRO |10 ATS

A S
A O
AT
o0 ydzYStfS LISNB2FYSA NBalLkRyaloAfS LISyiNdz F)
N0 AYADAIFTfSES 2LISNIF G2NRf 2N LISY(iNHz FASOIFNB
LISNBE2FYSA OFNB I @GSNAFAOIG FTASOFNB RAYy F0Sai
pO ydzY NNYz I dx SWadBN MHzfo Axdzf SGAydzt dzZA RS Fy A
LINAYN OnydNNRGN ny Y2R STFSOUAD o0AyOfdd nyR Yo
adl dz NBLINRPOSald OFNB | F2adG FRNdAAIFIGOT
c0O 2NAROS 2LISNIDODAS RS INKE §Sia I0MB LINRK gz O3 BB \f SY ¢
TO 2 nyNB3IAAGNI NE | 2y UNRI f S tag &dctgay, preédi® O S :
A NBT dzf GFGStS 260AydeéT
yO NI YRFIYSyGdz LINPRdzadzt dzA 20 0Aydzi ny RATS!
NnoteRSGFEAFGS LINAGAYR 2NAROS LINRBof SYN aLISOA

O«

RS fF F2N¥dzZ I RS FFroNAROFDAS O6A AyaidNUHzOOAdzyAf
Mno FLINROoFNBF RS ONGNBE LISNE2FYlF NBaLRyal o)
{ SOoAdzySI 7
Oy NB A A & (baddveNaTseri®@ S | Y
770y NEIAAGNNNAES RS | YOILEFENB | &ASNASA GNBo
ASNAS |YOolflGNod 9tS GNBo6dzAS aN &as$S obll ST S LIS
Y2Rdzf RS nyNB3IAAaldNINS fiNBrpzAs BN aNOAF RS F MEINKSEE S
YOI €FNBS (NBo6dzAS &N O2y0oAYN ydzYNNHzZ &ASNRARSA ¢
OA ydzYNNUXz &SNASA O0A OFyGAGEFGSE LINBSONI dziN RS
78.0Y I AYUSNA ) yDSBRAIONNBA 2LISNFOAA RS YOl I NX
RAY OFNB aN NBT dzZ 6§S ON SOKALI YSyidaStS oA 12y
RS R20dzyYSyidS aldz YFGSNRAIFES OFNB y& dAiNPENY SO
ON SOKALI YSyi(iStS &adzyd OdzNI 6S oA O2NBallzyl NG 2
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79.) N¥NG2FNBfS AYyF2NXIODAA OGN dzA S aN FTAS y7?

0
S (i anB @etzbdheleli N

RdzLIN O2 YLJ S NBX nyNBH)\aﬂNNNJ\t

NBaLR2yaloAft N6SO LISy {dNdHz 2 LISNI o)\)\té RS Yol flFN
MO YdzYStS O0A yYdzYNNHzZ RS &ASNRS I LINERdza dzf «
HO RFEGF ORFGSEtS0U 0A 2NBfS 2LISNIOAAEf2NI RS |
o0 ydzYStS LISNBR2FIYSA NBaLkRyaloAfS LISyidiNdz S1

no Ay A D Aokildr Giferiglortaj® Mdpartante;

p0 NYNBIAAGNNNR S OSNAFAONNRE 2N ARSY (A
OdzLINA YT ny R NBIT dzAf GFiStS O2yGNRIFfSEt2NI ny LINROS

cO RSGIFITAAETS 2LISNIDAAE2NI RS | YOOKANB YS¥SEA
liniilor de ambalare folosite;

7) mostre de materiale de ambalare imprimate folosite, cu modele de coduri de serie, date
RS OLflIoAfAGFGS O0A 2NRAOS IfGN AYAONRLIDAZ2Y Il NB

yo y20S LINAGAYR 2NAROS LINR oyf S2vaA sayLdSA@ASH £ ANy C
' LINPOFNB aSYylradN LISydadNdHz 2NAOS RSOAIFIDAS RS T2

D0 OFYyUGAUGNDAETS O6A ydzY NNHz RS NBEFSNAYON a
AYLINRYLFGSZ OnidO 6SA Alo SINRIRSdza SH2ANJagNilS > y A YA OA G

LINP Rdz4 200Aydziz aGdFSt nyoOnd aN &S NBIFtAT ST S
MAa0 FLINBG6FNBF RS ONGNB LISNEZ2FYlF NBaLRYd&al o7
Oy OF 1 dzx ny OI2\Na8dzadiEsh a9it NS OQi2NRiyNeG- SE2S m\;a f 2 OdzN

FO0SadsSlI LG FTA 2 2daAIGATAOINBE LISYyiiNdz I Ay Of dzR

t NPOSRdAzZNRA O0A nyNBIAAGNNNR

80.wS OSLIOA I

¢NBodzAS aN SEAAGS LINPOSRAZNA aONIANSINAA RGY N
LINAYNS OAYyOfdzAAQD ONI O AYUGSNNSRAI NI &l dz LINE R«
imprimat.

MO OYNBIAAGNNNAES RS NBOSLIWAS (NBodzAS aN (

0 ydzYStS YFGSNRIFfdz dZA nyaONRa LIS o02ydz R

bynumeled & YIF GSNRAIFf dzft dZA ny dzyAdlF GSF RS FI 0 NK

f AONI NB O0A LIS NBOALMASYGSO O0Akal dz O2Rdz aN
Ov RIFGOF NBOSLIODASAT

RO ydzyYStS FdzNYy AT 2Nz dzA 6 A RI ON S&aGS L}2aAio)
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5SLI NIFYSylGdzZg // ny FyalkyofdzZ &Ndz  NB oA |
MO a0l oAfANBEIZ G fARNRBISRIMNAX BINI RBSy & lyNBIR -
HO LINBf SOFNBF LINPoSEt2NI RS NBFSNAyYyoN IS
LINE RdzZ&S AYUISNXYSRAIFINBZI ONIO O6A FTAYAGST O0A SiA
00 nNYNBIAAGNI NBI Y ydz¥y KBTI Ad dNI N2 X A yF SENBRY S
SFSOGdz- NBIIF NBFEN | LINRPOSRdAzZNAf 2NJ RS LINBf SGI N
AYySBSaiAINNRA ' YNYydzyoAdS ' RSOAIFIDAAL 2NJ LINE RdzA
no NBALISOGINBF LISY(iNdHz LINPRdAza $StySAGRGADS h
/| SNIATFTAOIFGdzf RS nyNBIAAGNINBT YIFIOGSNRAES LINRY
FAS O2NBOG IYolftlFdS 6A SGAOKSGFGST
p0 NYNBIAAZGNNNRES NBT dzf GF St 2N O2y (i NRd dzf dz

<

NI O A FAYAGST I YFUSNRFESE2NI RS FYolflNBZ
Ot AGIGST S@ItdzZ- NBII LINRPRdzadz dzA FAYAG ySOSaaAi
Onid oA 2 SaldAYINB lledbilgeAF oOAAf 2N FFoN RS LINEO

c0 AYUSNRAOOAF RAAGNAOAZANRA ASNARALf 2N RAY
OSNIAFAOS OFEtAGFGSE O0Sad2Nl ny O2yF2NXAGIGS

TO 26fAIFUAGAGEGSE LINAGNNNARAKRS YO# B NN LISR
LINE Rdza St S YSRAOIYSyi(i21aS FAYyAGS OFNB aN LIS

O2YUNILINPO6SES RAY LINPRdzadz FAYAG &S LINAGNBII
de mari;

yo O2y UNRt dzZ le;G 0Aft AGNDAA LINRPRdzA S
MO LI NGAOALI NBF 1 Ay@SadAalr NBlI NBOf I YI DA
¢2F0S 1 0SaGS 2LISNIYoAA GNBOodzA S SFSOGdzZ G§S v

OF T dzZ = nyNB3IAAGNI (So

158.9 @I f dzF NBI LINPRdzASt 2N RANB i 62 ONSF HzDE 2 BN A
O2yRADAAES RS FIONAROFDASY NBTdz G 4GSt S O2y i NZ
OAYy Ot dzaA@ RS YOI fINBOZT O2yF2NNAGEFGSIE Odz alL
final.

159.Persom f dzf RSLI NI F YSyddz dzA RS // GNBodzA S &
LINBf SOl NBII LINRPOoSt 2N 0A STFSOGdzr NS+ Ay@SadAadalo

{ SODAdzy S| 0
.dzyl LINY OGAON | fF 02N G2NXz dzi RS O
160.[ 20l ft dzZNAE S O0A SOKA Bl Y‘)Qyuusms i IN& & NAA &2 14 NS
ISYSNIfS O6A ALISOAFAOS LISyiNdz 12yStS RS // RS
161. t SNA2YFtdd =2 €20FfdzNAES 6A SOKALIYSYydsSt
YSOSAAGNODAT 2NJ AYLIza S WA fy2d NDdRG BIA0 N ONRATEAIS dii S«
RSOnNidG OStS LINBLINAAZEZ ny O2yF2NNXAGEFGS Odz LINRAY (
FIONAOFDAS O6A RS OzyuNEté 2N FA | OOSLIII 4GS
RSOt FNY G ny nyNBIAAGNNNRES // @

{ SODAdzy Sl n
52 0dzYSy Gl oAS



162.52 OdzYSy G DAl f 1 02NF G2NHzf dzZA GNBO6dzA S aN dz
® h LINIS AYLERZNIFYGN F I O0SadiSA R20dzYSyidGl oAa
NEfFARAELR2T ADAL | OSaddza RSLI NIl YSydy

MO &LISOAFAOIDAAT

2) proceduri de prelevare a probelor;

Q¢ 1+

00 LINRPOSRdAZNA RS (SadGFNB O6A nyNBIA&GNNNRK
GSAGNNRE 2N £ 2NJ 0Ak&l dz OFASGS RS €F02NFd2NDT

no NI LR2INGS Itijicaté; A G§AOS 06Ak &l dz OS

p0 RIFEGS Odz LINAGANB I &dzLINy SIKSNBI YSRA dz

cOU NYNBIAAGNNNARES GFt ARNNARE 2N YSG2RSE 2NJ RS

TO LINPOSRAZNRA OA nyNBIAAGNNNR Odz LINKR A NE

echipamentelo.

163.h NA OS R2O0dzYSy il oAS | // Odz LINARGANBE I 2
SELIANINB | &aSNASA o6A OSf LzwAYy p |yA RdzZIN OS
164.{ S NBO2YIlI YRN LIN&GNF NS tesildeanalitigeNcangameént, o6 O
RFGStS RS Y2YAG2NRTINB || YSRAdzZ dzA SGOd0 ny |

165.0y L) dza& FFrON RS AYyF2NXIOAlF OFNB FIFOS LI}
OA fGS RE(GDdANFaINYVIF fOFASGSES oO0Akaldz nyNBIA
disponibile.

{ SODAdzySI p
Prelevare

166.t NBf SOl NBI LINPO0oSt2NJ GNBodzAS aN asS S¥SO
I LIN2OFGS OFNB aN RSAONRSY

1) metoda de prelevare;

2) echpamentul utilizat;

o0 OFYyGAdGlradSr RS LINPON LINBtS@OFONT

no AyaidNHzOoAdzyA Odz LINAGANB I &dzwRAGAT I NBI

pO GALIzZ O6A &0l GdziidZf NBOALASYGdzt dzi RS LINB

6) identificarea recipientelor din careasi prelevat probe;

7) oricareLINS OF dzoA A A LISOAIfS OFNB GNBoOodzA S NI & LIS
materialelor sterile sau periculoase;

yo O2YRADAAES RS RSLRITAGEFNBT

M0 AyaldNHzZOODAdzyA LISy iGNz OdzZNNOI NBSF 6A RSLIR2T 7

167.t NP0 St S RENBBEESHNAYEON FAS NBLINBIT Sy il (A g¢
produselor din care au fost luate. Alte probe vor fi de asemenea prelevate pentru a supraveghea
OStS YIA aSyaaoAatsS SOGIFLIS fS dzydzhA LINROSe. 0RS

168. WSOALIASY(iStS O2yoAynyR LINRO6SES LINBESII
O2YyODAYdziidzt = ydzYNNHzE &ASNASAS RIFGF LINBt SONNRA

169.t N26SfS RS NBEFSNAYON RAY FAAS O WBT AS NS &

RdzLJIN R G F S SELANINB® t NPRdzAStES FAYAGS (NB«
O2YRADAAETS NBO2YFIYyRIFEGS® t N26oSES RS YIFUSNAA L
aN FAS LJNéu)NJ iYBA OB dzLINIADA V0o RIRI NB I LINE Rdza dzf dzA =

LISNRA 21 RN |_J2
LJzoAY &G 0 A
OSft LszDS\ayu |2

FA aO0dzaNIiI N RFEON RAY &aLISOATA

g(n)C
oo
-<
—
<
wm
c
=z
S

|
f
NB
{ SOoAdzySI ¢

Testare
1700aSG2RStS FylIftAGAOS GNBod ¥
LISY G NHz F dzi 2 NAT I NB GNBo6dzAS &aN FAS S¥S



171.wST dzf G 1St S 200AydziS GNBodzA S aN FAS nyl
O2yaAraidSyidsS nyiNB StSo ¢21F3S OFf OdAf St S GNBod
172. ¢ Sa i St S SFSOlhdz2t S GGNB6dzAS &aN FAS nyNB

dzNJY N (e2dhatN S f
MO ydzYStS YFGSNRIf dzf dzA & dz LINP Rdza dzf dzA O A X
HO ydzZYNNXz &aSNASA O6AZ dzyRS S&adGS OFT dzf = vy dz
o0 NBFSNANR fI &ALISOAFAOIDAAES OA f LINROSH
4)rezultatelel S&4 4 St 2NE Ay Ot dd nyR 206&aSNBIOAAES OA
IyIfAINT
FSOUdza NB  GSAGNNRAT
LISNBR2FySt 2N OF NS | dz STSOG dzl
LISNE 2 | y S td2tNS {8 3NBR I QN SN S AG
OleN I OOSLIGNNRA &l dz NBa

TT(D)

‘<—|O'O

LINE R dza dzt d a
173.¢ 2+ G S ozy"'
LISNBR2Y I f df RAY
aN FAS nyNB3IAaildN
174.h | 4GSyoAS R
@2t dzYSGNAOS O0ASEAZNIIRS A NBRBENKY ©NMRB ANR
FNOdziN ny O2y 0?2 -y OoN Odz LINE OSRdzNA
175.wSIF OGABAA RS flozNJ[ijJ RS TZf
LINB LI NI NB 0 A &S Y yalpie
GNBodzAS aN FAS AYyRAO
LJ dza = LISy (i NYz éZde)\)\

§~

uN LIS Su)\OKSuN |
S GAGNY G§SZT (NBo6dzA
S AOS S

%
<«
E’
'z
>lg>
q0)
2
>
B
>+
&
U)>c§:05‘

176./ nyY R SaMNE yWiNGBD
LISY Nz 2LISNF oAAfS RS
aN FAS NBaLISOGFGS AyadaNUzOoAdzyAt 3RERHzG St FIAL
STSOGdzZ- NBI dzySA ARSYGAFTAONNR O0Akaldz Fftd2N 4GS

177.Animalele folosite pentru testarea componentelor, materialelor sau produselor trebuie
N FAS>Z RION Sau&‘yu@VNdzfr]ZYIwyy’r&déﬁénWZOENJ}\N\Bc
dzLINF 9SIAKSFGS FadFSt nyoOnd aN O2NBalLlzy RN dzi A

RSYUGAFAOLIGS 6A 4N FTIFON 20ASOGdz dzy2N nyNB3IA

8_

N

>
P

QX

=N Z(

- o

w

>

<,

u» A

SESYLX dzZ ny
>
|

> Q) QX

{ SOOAdzySI 7
5SAFNGdzNF NS LINBPINF Ydzf dzA RS aidl o
1785 dzLJIN RAAGNAOdzOAS &adGr oAt AGFGSE YSRAOFYSy
Odz dzy LINRPAINI Y O2yliAydzdz oA O2NBaLIMzyT Ni2NE O
stabilitate (deSE® & OKAYO Il NBI yAGSt dzf dzZi RS A YLIzNA G No

YSRAOLYSyiddd ny FYoltladdt O2YSNOAFEATIFG®

179.{ 02 LMzt RS&AFNOAZNNNAA LINBINI Ydzt dzA RS adl
LISNAR2FRF @FtloAfAGNDON &AINE R dza dz LJsmvmyzsl 7aljl-_‘
O2YF2NY ny fAYAGSES FOOSLIIFGS RS &ALISOAFTAOL
ambalajului.

180.! 0Said f dzONHz &S FLX AON fI YSRAOI YSydz
trebuiea N FAS fdz2 N ny O2yaARSNIDASE RS | 4aSYSyS
OGN O 58 SESYLIX dzz ny OFTdz ny O NB LINE Rdza dz
nyFrAyidS OF F0Saidl aN FAS | YPIdNKOIOBAKS | fdd {0 dey
AYLI OhGdzft F &adzLNY &GFoAf AGNODAA LINRRdzadzf dzA | YO I
RSOfFNY G LIS SGAOKSGOF FYOLFfladzZ dzA @ Oy LJ dza =

perioade intermediareprelungite de timp. Studiile de stabilitate pentru produsele reconstituite
adzyi SFSOGdzr S ny GAYLzZ RST @2t G NNRA LINR Rdz



LINEANI YSE2NI RS &GFoAEAGIEGS ny RSa&T Nedpadlishls &/
reconstituit poate fi, de asemenea, monitorizat.

181.t N2 3 NJ YS F'aé éijlc‘)}\fi\dldé ny SaFNo dzNIF NB
02 I NJi-Gntrapat.s /|
9 OKA LI Ysyudzt dz At AT +FG ny OF RNXz RS & T NS dzNN NJF
au
|

Z, A ~ A

r—f'm(

GFO0ATAGIEGSO GNBOodzA S &N YR AYSA SOMNE ARFSASGD NS NO An YY ¢
-ySElI Mo &/ FfAFAOINBI O6A OGItARINBIE¢OD
182.Protocolul de¥ N6 dzZNNNA A  LINRB IANJ Ydzf dzA RS adGl oAt A
LISNA 21 RSA RS Gl floAftAGIGS 06A GNBod
J

MO YdzYNNHzt f 20dzf dzZAkf 2GdzNAEf 2N LIS R21 S 6A Y
2)metoderé SOl yiS RS (S&adGFNBE FATAOST OKAYAOS:
3) criterii de acceptare;

no NBFSNAyoDS I YSG2RS RS GSaidl NBT

p0 RSAONASNBIF &aAadGSyYdzZ dzA RS nyOKARSNEB | O3

6) intervale de testare (punctele de timp);

T0O RSAONASNEIaOMYNS\ 04 @2 2RI TRASA LaNG | Y RIF NR Ol
LYGSNYIFGA2yEFE [/ 2yFSNBYOS 2y | FNXY2yAaldA2y o
conformitate cu eticheta produsului);

yoO FfOA LI NFYSGNR |LXAOFOAETA &aLISOAFTAOA LISy

183.PNR (1202t dzf RS&AFTNOAZNNNAA LINE IANI Ydz dz)\ RS &
RS adGlroAfAGlIGS LIS GSNXYSy fdzy3a LINBIT Sydl i ny
Sa0S 2dza0AFAOFG OA R20dzyYSy GNNR f RyWNJ LEANRIZ 22
NEO2YFYRNNARE2Z2NI L/ 10O

184.b dzY NNXzf RS ASNAA O6f20dzNA0O O06A FTNBOOSyoOl |
RFEGS LISYyGNHz I LISNXYAGS FyFtATlF GSYRAYyOoSt 2NWD /
OSf LlzoAy dzy 203 RS LINPRdza FFEONAOFIG ny FTASO!l
GNBodzA S aN FTAS AyOftdzaAS ny LINRINFYdzZ RS adl
FIONAOLFGS ny by dzt NBéLJSOéJR@é’)dENJ-tI\SS/I-ﬁNMELM-Mdé
ySOSaAdN ny Y2R y2N¥YIFf (SadlFNBF LIS FyAYFfS
Gt ARFGS RAALRYAOAT SE TNB()@ Sy ol -bedeficiuNmincipiul L2 |
de design prinbracSG Ay 3 al dz RS YFGNAROS LRFGS FA | LXA

protocol.
185.1 ydzYA (S &aAddzZZ oAAX | O0SaidSI FTAAYR 2dzaGATFA

RSAFNOdzZNI NBEIF LINBPINIF YSE 2N RS auad suditi ddl dtabilate 5 S
GNBodzA S aN FAS SFSOUdzr N RdzLIN 2NAROS Y2RATFTAO!I
aldz FYOLFElNBd hNAOS 2LISNIOAdzyS RS NBLINB dzONJI
ny O2Y&aARSNIDAS LISY(iNdz Ay Of dzRSNBE @
186.wST dzf GF GStS RSAFNOAZNNNARAA ailidzRAAET 2N RS &
OKSAS OA ny aLISOAFft tSNE2FYSAKLISNEZ2IYSt 2N /1
Ffd t£20X RSOni f20dzZ RS dzFf LIBIRIR Gz Ozh 8zA | F RINR R dza ¢
AONARA nydNB LINNDAfS AyiSNBaliSe® wSidz GFGSt
RAALIRYAOAETS tF €20dd RS FIONAOFDAS LISy idNHz NB
187.Devierile de lalsISOA FA OF DAA &l dz GSYRAYODSES | GALRAOC
h NJ& NET dzf GG OS O2yFANXYN RSOASNAES RS f1

A

ny ozyéxﬁeém DAST ny O2yF2NXNAGFGS Odz t
AOGNODAES O2YLISiSyiaSo
188. Un rezumat al tuturor datelor generate, inclusiv orice concluzii intermediare privind
LINE ANI Ydzf = GNBSdzHS aMNIMBESA EANS® | OSaid NBIT dzy
periodice.

oS
YLISGSYy(iS NBtSOlIyiaSed t2aAioAfdzd AYLE ®DdeA § aaAMd
I GS
zi 2 N



Capitolul VIII
/ hbew! /¢ [ 59 C!.wL/!12LY9 L 59 /nh

{ SODAdzySI m
Principiu

189/2yuNJ OlGdztf LINARGAYR FlLONAROFODALF o6A O2y i N
corectRST)\}/)\uZ FOOSLIFd +Fad¥FsSt nyond aN asS Sgal
LINP Rdzd &l dz f+ RSaFNOdzNI NBIF dzySA | OGAPGAGNODA R
ny éONJ\éZ NYGiNB . SySTAO@KHNBSOA PBH3 AT DI £ @ yWI ¢
GNBo6odzAS &N &LISOATAOS OfF N Y2Rdz ny OFNB t SN
aSNAS RS LINPRdzaZ noA SESNODAGN nydNBF3IF al NB

{ SODAdzySI H
DSYSNY f AGNDA

190. ¢ NBodzA S drell SEVWENISOG aONR A OFNB aN  Odz.
aldloAtAdkadloAftAlS LIS 6FT N RS O2yidNY Ol o6A 2N

191.¢ 234G OSSI OS 4SS ailloAtSodS LISYyiaNdHz dy O2
LINE LJdzy” S NB Ré Y2ZRAFAOINSE | LINBOSRSNAE 2N G§SKYA
Odz / SNIAFAOFGdzZ RS nyNBIA&AGNI NBE || YSRAOIFYSyl

{ SOoDAdzySI o
Beneficiarul

192.. SYSTAOAI NUzA SaidsS NBaLry
4dz00Sa 206ftA3IFODAAES FadzyradS o
RANBOG2FNBE RS o6dzy N LINI OG A ON
sunt respectate.

193. Beneficiarul tré dzA S &N Liddzy N f I RA&aLR2T A0AS 9ESO
NYRSLI AYANARA ny odzyS O2yRADAA | Of I dzl St 2 NJ
9OESOdzii 2 NHzt SaidsS LISNFSOG O2ys6iAaASyd RS 2nNB0OS |
reprezenta factori de risc pentru localuri, echipamente, personal, alte materiale sau alte produse
OFNBE nA LI NDAYy D

al dNHAz RS B dzh
A RS | aA3dzNI NB
R Tl 6NA Ol DASZ

194. . S)/ST)\O)\INﬂZf NBEodzAS &N &S | aA3dz2NS ON
iGN yavyiasS RS ON Is O HSOdZ NI LA TF A QY D DR § 2 NIZ
St A0SNIXriS RS ONGNB 2 tSNBER2FIYN /ItftAFAOIGN®

{ SOODAdzySI n
Executorul
1959 ESOdzli 2 NHzf (GNBo6dzA S aN LIR2aSRS 201 f dzNA 6
OA LISNE2YIFt O2YLISOSy iy SLISGRIyNHXx DAV R SILI @ FRMNFB b S f1

. SYSTAOAI NP CIFIONAROIDAIF LIS 6T N RS O2yidNY Ol L
LJ2aSa2NdzZ dzySA Idzu2NJ\II DAA RS FIFIONROIDASO®
196.9 E S Odzii 2 NXz NE 6 dzA S éN asS | AFSIGEN®DI QA8 HhaAl

corespund scopului dorit.

1979 ESOdzii 2 NHzf ydz LRI GS nyOKSAI St nyadzmi dz
carefl F2ad fdzZA nyONBRAYODIGN LINRAY O2y iGN} Ol FN
OAl BINPO6S | OSaid FO2NRd ! O2NRAzNAES FNOdzGS nydN
ON AYTF2NNIODAAES LINAGAYR FLFEONROIDALF O60A O2yidNEP
executorul originali.

198.9 E S Odzii 2 NHzt (1S NI\ BNIANIS S GANPSONRNI A | Ol A DA
LINR Rdz& dzf dzA FlL o NRAOI G oSoAkaldz ylFfAl 4 LISy Nz



{ SODAdzySI p
Contractul
2Y0ONF Ol nyid20YAlG nyidiNB . SySTAOALl NHz
N\IfP\)@L’P\IVtmeQ- OfNANII A OA O2y dNRTf dzA LINE
fr02NF3iS RS ONGNB LISNB2FIYS O02YLISH:!
S '-FINJ{I OSdzi A ONZ O2y (iNRf dzf ®FHNARDD DA
GNBO6dzA S AN FAS ny O2yF2NXAGFGS Odz

)f
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27\
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Z< R Do
Q_NJ
f-hmu»s:x
N
"“>"m>OI O«

3
d

|_O(C:\C:\
2N w2z
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> = N
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200./ 2y G NJ Ol dzt (1 NB o dzA
ASNA I LISYyiNHz Snyl NBB A
/| SNIAFAOLF GdzAf RS nyNJsa)\

201/ 2y 4N} Ol dzAf GNBOdAS
O2y GNRTf dzA o SonSNJ-NSI-
ny LINROS& o
O2yGNREtx IO
fabricantului.

S
SH

U))>»«>*
O(

o>
<
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202. Oy NBHNNNARES FFIONAROFIDASAZ O2yUNRTf dzf dzZA  ©
GNBodzA S aN FTAS LINadNriS RS ON{NB SYSTFAOAL NJ
NEBf SOFyaGS LISYyiadNdz SO fdzr NEI  OF NEOND XA 0 AN R tzdz
dzy SA ySO2yF2NX¥AGNOAZ (G(GNBo6dzAS aN FAS | OO0SaAo

_>\'

NEBT 2t @ NBSF NBOfFYFDAAE 2NkNBGONF ISNBF RS LIS LA
203./ 2y UGN OlidzAfA GNBodzA S aN LISNXYAGN . SYSTFAOAL L
204.00 1 dzt O2y i NI OGdzZf dzi RS O2yiaNRfs 9ESOdzi

AYyalLlSOoAS LISYUuNHz dzi2NAGNODAES O2YLISGSYyGSo

Capitolul IX
w9/ [laliaLL[ 9 L wO9c¢w! DO9w9! twhb5| {

{$ODAdzySI ™

Principiu
205. ¢ 21 4GS NBOfIFYFODAAETS oA lalnfedicGmenteych 2phsibileD A A
YySO2yF2NX¥AGNOA (NBo6dzA S aN FAS SEFYAYLFGS Odz |
2NAONNBA &AlGdzZa oAA YSLINBGNI dziS>z (G(GNBodzA S 2NEHI
LINE Rdza St 2 NJ y SO2 NBDlldzi ISN RSB NS TaAl ¢gzSOH&ENBA Lidzy T N
MO YSRAOIYSyildzZ SadsS y20A0 ny O2yYyRADAA y2I
HO STFSOUdzZ GSNILISdziAO Ftf YSRAOFYSy(dz dza )
00 NI LR2NIdzE O0SYSFAOAAKNAAOIZNRA vale;sGa S Tl O+
no O2YLRITAODALF OFydAGlrGAGN 6A OFtAGEFEOAOBN y

autorizare; sau

pv O2YyUGNRBItStS Odz LINAGANB I YSRAOIFIYSyI
AYGSNYSRAFNBE RS FIo0MNRGHTAS i@ IORNAFDHE ENIOE
I dzG2NAT F DASA RS FIONAROFODAS ydz dz F2a0 nyRSLI

{ SODAdzySI H
SOt

w Y DAR
206.¢ NS6dzA S RSASYYIFGN 2 LISNBER2FYN NBalLkRyal oA
RSOARN YNadz2NAt S OS8u parSonalll Ysufidesit>careY LINSdzy e 51 ON
LISNB2FYN ydz SadsS tSNaz2FlylF /FEtAFAOFGNZ | OSI a
NBOf I YIDASET Ay@SadAalroAS aldz NBGNI ISNBE®



207.¢ NB5o6dzA S AN &S adlroAfSFaoON suleRoOtRBudziite, & ON
AyOt dzaragd ySOSaAidliSF RS I fdz2 ny O2yaiRSNI NI
Odz LI2aAoAf S yéézy¥2NJ{)\ﬁNo)\¢

208.h NA OS NBOf I YFDAS NBFSNRG2FNB fF dzy LINER
toatedet: f AAf S 2NRAIAYIES 06A Ay@SadGgAariN Odz iSyo
FAS AYLEAOFGN ny &ddzRAdz dzy2NJ | AGFSt RS LINRBO

209.51 ON S&40S RS&O02LISNAGN &l dz SEAAGN &dza LA O
deprodus,trebuiedzl-ijN ny O2Y&aARSNINB ySOSaAdGlraSIE @SNR
aidloAfA RIFEON O8A 0S&adSt adzyd FFF¥FSOGFGSd Oy L
O2y0AYyS NBLINBf dNNNA +fS aASNASA Odz RSTAOASYDS

210.Toate S OAT AAE S O0A YN&adaNAtS FTR2LIGFGS OF NBI
GNBO6dzA S YSYoA2y Il 4GS ny nyNBIAAGNNNARES ASNRSA

211.0y NBIAAGNNNARES NBOfFYIFIDAAT 2N G4NBo6dzA S &N
AYRAOI DA S OdNPLINASHASNSE LISOA FAOS &l dz NBLISGFGS
RSGSNXYAYEF 2 NBGNFISNBE | LINPRdzaSt 2NJ RS LIS LA

h I 0SyoAS RS2aSoA0GN N GNBodzA | O2NRFGN &l
contrafacerii produsului.

212.Fabricantuli NS6dzA S &N Ay F2NX¥S1T S ! 3Syoil aSRAOI
O2y GAydzZ NB ! 3SyoAaSu I|ddzyOrA OnyR GNBO (&
AN} RNNAA dzydzAi LINPRdza &l dz I 2NRAONNBA |

m(
(/))

{ SO0 MBdzy St
Retrageri

IN 2 LISNER2FYN NBALRYyal oA

FAS &ALINA2AYAUGUN RS LISH

‘NAN nhyIRISND @ANE S y YO N@S 0gzf 322 Ry 2 N

FTAS AYRSLISYRSYyI

I/ FEAFAOFGNT |

O Z¢
(0p))
O\ L

2LISNF 0DAS RS NBGNI 3S
214t SY G4 NXz 2NBF yAT I
GNBSO6dzA S aN FAS LISNA 2
215h LISNF oA At S RS NBGN
2165ION as A)Ed&l;BU)J)l\I&)EISSMSINJB
dl dz 4adza LSOOG 0SE (NBo6dzAS aN FAS
produsele ar fi putut fi distribuite.
217.0y NE3IAaUGNNNXE S
NBEGNF ISNAES OA (GNBoOdz AN O2Y0DAYN AYF2NNI T
I LINE AT A2yl DA RANBOG oI RNBaANXI yN¥» RS GSfS¥F2
OFyidAdGr d&lyOdnayy RZRNOLE | OSt S LISy G NHz SELI2 NI 6 A
218.t NP RdzaSt S NBGONI &S GNBodzA S A RSyIi2AyFNK O& A T«
FdGSLIFNSFE RSOATAS LINA GAYR azl NIl f 2N
219.5 SNXzf F NS+ LINR OSadzZ dzi RS NI (i Mdis s ddgort findlBS 6 d
OFNB aN AyOf dzRN 2YOAt ASNBlI RAYUNB OFyGAdN
2209 FAOASY Ol YNadz2NRf 2NJ fdzt S LISYyidNHz STFSO dz
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2210 ! dzi 2 Ay ALISOODAAES (GNBo6dzAS aN FAS O2yRdza S
O2y O2NRI yol Odz LINAYOALIAAES .tC O6A &N LINE Lizy N
222.t N2of SYSt S LJNJ\@Ayﬁz LISNE2Y | fdzf = £ 20 f dzN.
Controlul ¢ t AGNDAAZ RAAGNAOGAZOAIF YSRAOFYSYyidSt2NE
NBGNI ISNRES 6 A I dzi2 Ay alLISOoAAfS (NBodzAS aN T
FAGFSE nyoOnd aN LRFGIN FA JSSNAFAzKF NB 029F 2 NN
223'dzu27\yau‘()o)\7\té GNBodzA S aN FTAS SF¥SOGdz
LISNE2FYy St S 0O02YLISGSyi S RSaSYYIFIiS RS dzyAaidl 4GSt
AYRSLISYRSY(iS S¥SOiGda 6S RS ONGNB SELISNbOA SEGS
224. Toatel dzi 2 Ay aLISODAAES (NBo6dzAS aN FAS nyNB13
20aSNFOAAES FNOdziS ny A YLz )\yaLJSODAAszJ
O2NBOGAGSDd 55 aSYSySIs (NBOdzA Seriony NEBIAaGNF GS
PARTEA Il
/ 9wLb19 59 .1 %( t9be¢w! {!.{¢!'b19 !/ ¢L%xO
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225.al A 224 4adzyd RSTAYAUS y20AdzyAt ST OF NB Y
1)! R2 dz@ | yfacds Aprocedsybids)) G SNA I £ ST SEQf dd nyR &2t @¢
FIONROFDALF dzydzhi LINPRdzA AYGSNYSRALI 8 &NBdzOD A &y d
dldz 6A2t 23A0ON O0SE®P FAf GNHz adzLX AYSYy Gl NE ONND d:
2) Asiguraré  OF f AGNYAA 0! £ QA izdzk £ & O NRAZNAZNER WD 3 |

' &A IdzZNNNRAA ON G2F4GS LC! Fdz OFtAGEFGSE OSNHzi N
respectate.

3) Contaminare (contamination): Y i N2 RdzOSNBE I WHRZ NG \RSI yA Yild
YAONROA2Ff 23A0ONXT &l dz I €20 2YNJ0YSINR SNIALINIASY N&2( NNy

LC! ny 0OAYLMzZ LINPRdzZODASAZIZ LINBt SONNRAAZ Yol N
4) Criteriu de acceptare (acceptam criteria): Limite numerice, intervale, sau orice alte
YNadzNA O2NBaLlzyl NG2FNB LISydaNdz  OOSLIi I NBI NBI

5) Critic (critical)5 SA ONRAS 2 SidF LN RAYy LINROSasx 2 O2yR

orice alt parametru sau articol refel y 1> OIF NB (GNBo6dzAS aN FAS O:
LINBRSUSNYAYFGSZ LISyGNHz ' FaA3dzNF ON LC! nodA
6) 5FiN RS SELANINB O09ELIANESIGFGSAYaRNALBDL
NEOALIASYGdzt k SGAOKSGE dzy dz/O | NB'%.S)\)[@”U@ OV RJIS i K X
ALISOATAOIDAAE2NI adloAfAGS LIS RdzNI GF RS @F I
RdzLJN OF NB® ydz YIA GNBodzAS dziAf AT FdON®
7Y5FGN RS NBGSa Dattda cabeNiB in&eitial treBube@x@nminat pentru a
' &A3dz2NF ON SadS nyON RSO@GFG LISYyaGNHz dzGAf AT N
85 SPOALYAS 1ORIUBANBIA RSO I 2 AyadNHzOoAdzyS | L
9) Fabricant sub contract (contract manufacturer)y’ ¥ 6 NA Ol yi OF N8 SE!
aS Tl oNKROIFDASAK ny. ydzvéfé FlL ONROFyYy(Gdzt dzA 2 NR I A
10) Impuritate (impurity):h NJ& O0S O02YLRYSyild LINBITSYld ny LINERF
ydz SaGS SyudAdraSr R2NAGNO®
11) Ingredient farmaceutic activ (IFA) (active pharmaceutical ingredient (A®f)ge
GFryoN &l dz |Yéé[’1§é RS &dzmadlyoS OFNB aS Ay
Ol YSyiliza oYS 0| Ysyuu OA OFNBXZ IlddzyOA O
A I €

suba U
YSRA A
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FIENXYEFO2t 23AO0ON aldz £ FSOG RANBOG ny RAL3
LINBOSYANBI o602t Af 2N aldz aN FFSOGST S adNWzOG dzNJ
12) Oy ONNDNG dzNN YA ONR @5 ¢l dorih dadird)jided RiSrebigadisme
OFNB LG FA LNBI SYydS ny YFGSNRAAES LINAYSSE ny
dldz ny LC!® OYONNDODNGdzNF YAONRBOAIYN ydz GNBod
limitelor de admisibilitatel I dz £ ARSYGAFAONNRA dzy2NJ YA ONER 2 N.
13) Material (material): Un termen general utilizat pentru a desemna materiile prime
OYFGSNARAAES LINAYS LISyiaNHz LC! QQr NBFOGAGAZT

YIGSNRFf St SetiBhdtaré. YOI £ I NB 0 A

1al GSNAS LINARYN LISy dNYz hL CY I (69 NALS  SLANANTINAZY ILIN
l dz dzyy L C! OFNB SaiGs8S dziaAtAT TGN ny FFoNROIN
0 NHzO i dzN& € ASYYATAOIGAD nyy aNmizOCdzR LR! &S|
I OKATADA2Y I G RS fI dzydzZ aldz YI'A YdzZ oA FdzNY Al
OY Y2R Y2NXIf3X aYFOGSNAAES LINAYS LISYyidNHz LC! QQ

15) Proces tehnologic pentru IRAroduction APN¢ 2 1 §1S 2 LISNI DAAE S AYL
dzy SA LC! = RS fI NBOSLIOAI YIFIOGSNARFfSEt2NE LINRY

16) Produs intermediar al IFfntermediate product AP): ! v Y IF G SNA I f LINER
etapelor de procesare ale unkiC! = OF NB adzZFSNN ny O2y {Aydz NB
LIJAZNA FAOFNB nylAydiS RS || RS@OSYyA LC! ® t NPRdzaSft
I RNB&aSFET N ydzYFA | OSt2NJ LINPRdzAS AYGSNXYSRALINEB
PNE RAZDORSFTAYA G OF FTAAYR Y2YSyiddzZ ny OFNB nyo

17) t NB T A f dz AYLIZNRA G Np A tRSNI O BIA B NIBZNJAF (@ A YLUBHENIR Al
VSARSYGATAORBIBA.LINBT Sy iS nyidNJ

18) Protocol de validare (validation protocdn plan sBlA & OF NB LINBOAT SI 1
FTA STSOGdzZ 4N Gt ARFNBIF 0A RSTAYSOGS ONRGSNAA
RS FFIONAOIDAS ARSYUGAFTAON SOKALIYSYyGaStS RS LJ
critice, caracteris®A f S LINP Rdza dzf dzA = LINBf SO NSl X RFGSt S
LINEANI YS RS @I tARINBE OA NBIT dzE GFGStS RS GSadtl

19) Randamentul scontat (yield, expectedjantitatea de material sau procentul din
NI YRIFYSy(dz G SBNSIGK@Y AN ADALILIN RS LINRRdzODAS
fFro02NF02NE aOFNN LAf20G aldz FIoONAOIDASO®

20) Randamentul teoretic (yield, theoretical):l Y G A G G4 ST OF NB @Iy dz¥/A (
SGIFLIN RS LINRPRdzODASI LIS ohylr oagydiNa N ORSE X}
LINE RdzODA S o

21) Reprelucrarea IFA (reworking ARBupunerea unui produs intermediar sau IFA care nu
aS O2y F2NXNSFI N aidFyRINRSt2NJ &l dz aLISOATFAOI DA A
RS OSf i SLINBSNIiNddz LINR OS&dz RS FILOoONAOFDAS &aidl o
produsului intermediar sau a IFA (de ex., recristalizarea cu un solvent diferit).

22) Reprocesarea IFA (reprocessing ARtjoducerea unui produs intermediar al IFA sau
IC!' S AyOfdzAaA@ I dzydzil OFNB ydz 4S O2y F2NK¥SIT N
NBLISGFNBI dzySA SiGl LIS RS ONRadGEFEEATFNB &l dz |
I RSOOI GS O0RS SE®PI RAAGACTE | NBake fageAphrte Nin [WBcEsul GNP Y
FLONAROFDAS &adloAfAlGd / 2yGAyYydd NBI dzySA Sl LIS
ON | OSI S{GFLIN SaGS AyO2YLX SGNZ &S O2yaiRSNN
reprocesare.

23){ S Yiy deaNN anENA' AzBIB BlY NB I LISNE2FYSA OF NB |
GSNRAFTAOINB® ! OSFadN nyNBIAAGNINBE LRFGS FTA C
LISNB2Y Il f aldz aSYYNGdzZNN St SOGNRYyAON IMUSYUA FA

24){ 2 t dzy A $nothér liguld):[ oA CJK)\ R NBT ARdzr £ O NB NJ\IYr] y S
dldz AT2tFNBod h &2fdzoAS YIYN L2FI3iS &N 2y DA

~

O2y OSYUNIODAA €S LC! O8Akaldz £S AYLNENII N Af 2
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25) Solvent (solvent)dn lichid anorganic sau organic utilizat drept vehicul pentru prepararea
42t dZOAAE 2N a4l dz adzAaLISYaAAt 2NI ny FlFONAKROFODAI dzy

26){ Gl YR NR RS NB?SNJ\YYN LINA Yhl N& daoNERiTDIMIRY C:
demonstrat, printedzy’ & S SEGAY& RS GSadGsS FylrtaAagaosSs ON
LIdZNA GFGS nylfdNo | 0Sad a&l yaRleNERN LS Qiddy 2 ®7/0Yizi ¢
200AYdzi LINRY &aAYy(SoOAKGRERBYRSNAKINE BSE dnylobhi &
6n0 200AYydzi LINRY LJzZNRFAOL NSI dzt G SNRA 21 NN | dzy

2N{ G YRFNR RS NBFSNRAYYN & C)dzﬁRédlzbaNBVéNB?é
LIAZNR GF G6S adlFoAf Adz> a8 GINK Rl R YRIE NINBFSNB Y0 N LIN
NSTSNJ\YDN LISy G NHz G S&aid NNt RS f1 062N} {i2NJ RS N

28) YAUL GSIFkdzyAGNyAt R Sd pnmmﬁiﬁs G BN HjydA it AT R 2
LIN2 RdzODAS OFNB nyRSLIRYSH&STdzNINNS INSALRYENO A
O2y (i NRf dzf dzA OIfAuNDAA 6/ /0 1 OSIadGr LRIGS TA
AYVRAGAR aldz ANMYzLE: ny FdzyOoAS RS YNNRYSIF O8A &
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226.Scopul NBT Sy G SA LINNbA Ff DKARdzZ dzA SaasS aN 2
a

6.t CO | adzmaidlyoSt2N I OGABS O2y F2NX dzydzA &A 3
LL Ff LINBT Syildz dzi DKAR S&aGS 0A Yan@atedtiCe adtidelJt A
NYRSLI AySa0O OSNAyoStS RS OFtAGFGS O6A LIzNRGLE

227.0y | 0Sal DKARZXZ GSNXYSydzZ aFlFIOoNROFDASE AY
LINE RdzODA S> | Y()I fFINBEZ NBESDA OK SIBIZNS I A OK G il NP £ d:
OA RAAGNAOIzOAS | &adzadlyoSt 2Nl FFNYIFOSdziaOSs
NEFSNN I NBO2YIYRNNA AYyRAOIGS ny FFIENF OFI1
yt20dAidS RS tGS ' ySES I DKARdz . tC3X &l dz n°
ON O2yRdzO fI dzy yA@St RS [aA3qdzNF NB I OFfAidNDO

228.D K A R dzt C ny FyalyYofdz yadz ?-c”)sylsusesmr

t Cx
FIONROFDAS O0A YyAOA I FaLISOGStS RS LINRPGSODA
AYSNBYGS S FILEONROIyGdzZ dzi O0A adzyd 3Idz@SNY I G S

229. DK A R dz ydz noA LINRLMHzyS &N RSTAYySIaoN
medid YSy i2FaS RS dd dzYly &albdz aN Y2RAFTAOS OSN

FOAEAGEGSE FdzZi2NRAGNDAA RS NBIESYSyidl N5 NBaL
LINA BAYR adzoaidlyoStS | QGA@ST ny Qoasédd éziuditn | d
KFFONROFIDASD® ¢21 4GS QOfAHID)\AfS RAY R20dzyYSyi:¢
dzYlty (NBo6dzZAS nyRSLI AYyAGSo

{ SOOAdzySt o
Domenii de aplicare
230.t NBT Sy iddzZ DKAR &S L} AON £ TI-ONJ\é)UzD)\I
dzYlyT &S X AON fF FFIoNROIDALF &adzmail
I YGSNRA2F NN OStSA LINARY OF NB éd' gt
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adzoadl yoSt 2N | OGAGS aidSNAT SDKAIR d«m
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O2y F2NXY LINBOSRSNRf2NJ .tC OA
YSRAOI YSy ({2l aS aGSNAfSé¢od

231.t NB1 Sy ilidZf DKAR SEOf dzRS any3astsS G201t oA
suntfabrical S dzi At AT nyR &any3astsS oA LXIFayl OF YI 481
medicamentelor ambalate vrac (bulkdF O1 F 3SR YSRAOAY LIt LINRBPRdzO( & 0 ¢
F OGAGBS OFNB FIO adzowASOGdz 2NAONRBENNRSBHRBRONK
T dzy RS &S L3234 3ANAA nyRNIzZYNNR adzL)d AYSydl NB L



232.t F NIISIF LLX /FLAG2tdzA - L- O2y0AYS nyRNMz
ddz0adlyoS I OGAGS F2f2aAiS LISV (INMR RAdyODSAE G ARRS DY
y2Gil4d ON L)X AOINBF &l ny I0Said OFT S&aiGs8 NBO2

233.h  aYlF GSNRAS LINRAYN LISYyidNHz 2 adzonaidlyoN I Oi.
dlhdz 2 &dzoaidlyoN OGAOGN OFINB S§6HS FHDH2H50 M A
NYO2NLIR2 NI N OF dzy FNIFIYSyd &aidNHzOG dzNI £ A YLI2 NI
LISy G NHz adzoadlyol FFOGAGNE LIRFGS FA dzy | NIAO2H
YA Ydzf oA F dzNYIAdz 2 Ndzo dld02 IR yONY ONO M £ = &l dz dzy
GYFGSNRAAES LINRYS LISY(iN¥z adzoadlyoS | OGABSE | d

234.t NP RdzONG 2 NHz (NBo6dzAS aN RSFAYySIFaON o8A &
OFNBE nyOKSoXll TadeNAGl yoSA | OGAGBSd t SyidNuz LINROS
OF Lizy Qlidzft ny OFNB &Yl dSNRACT

S LINRYS LISyiNYHz ¢
LINE OSaS 6RS SE®PS FSNXYSyYylloASz SBE @GNIGUA R  Lidy
FTASOINB OIFT®d ¢l o0StdA m 2FSNN nyRNHzZYNNRA Odz
adzoadlyol FTOUGAONQQ SAaGSI ny Y2R y2NXIfX AYyaGN

235.5Ay | 0S&aild Y2YSyidz .tcCc O0O2NBaLizyl NiGhb NS =
GNBodzA S LI AOFGN SiF LISt 2N RS TI(‘)NJ\C)IO)\S o

Aceasta va include validarea etapelor critice de proceschresi i 6 Af AG ON | dz AY
ddzoadl yoSA | OQUADSd ¢&iildONY BRNBNddAzg YSFERY YV i
RS LINPOS&>X ydz nyaSIFYyYyN ySIFLNNYadG ON FOSF SilFL
236.0y RNXzY | NB I my I 0OSad DKAR a$S L AON RS
nyaSkyYyN ON G2F0S SdlF LISt &I NJDyizNﬂS ® S fvdzH dzMP 0 NB
adzoadl yoSt 2 NJ I-Ou)\QS GNBSo6dzA S &N B+ aoN
|

ON LIS YN
SGFLISEtS FAYFESET LHzZNATFAOFNB 06A I-Y NBE® t NP (
acoperireasdz Y2 RATA Ol N5 FATAON I YNNRYAA LI NIAOdz
4S RS&FNG2 INS OSf LldzoAy RdzZIN &dl : St S

237.t NB1 Sy d DKAR ydz a8 FLXf AON Si
adzoaldlif@ONEF @BSTAYAGS D

Tabelul 1

I LI AOI NBIF LINBT Syilidzt dzA DKAR tF FF oM

¢ ALz RS I LI AOIF NBI LINBT Sy ldz dzA DKAR fI S
F2t2aA0S ny 0O0S&ad GALI RS FI
Cl 6 NX Ol 0 |Producerea Introducerea Producerea LT 2t I I Procesarea
materiei prime | materiei prime | produsului/produselor purificarea |F AT A ON
pentru IFA LIS y (i NXz L intermediar/intermediare ambalarea
proces
IFA provenind din | Colectarea ¢ NA SNB I JIntroducerea materiei prime [L T 2 f I I Procesarea
surse animale organelor, amestecarea [LJSY (i NHz L C! n y|purificarea |TAT A ON
fluidelor sau O0Akal dz ambalarea
0 S & dzii dzN3&| procesarea
AYAOAL £ N
IFA extrase din | Colectarea ¢ NA SNB I |Introducerea mategi prime [L T 2 f I I Procesarea
surse vegetale | plantelor SEGNI OoALISY i Ndz LC! nylpurficarea [fAT A ON
SEGNI OO A ambalarea
AYAOAL £ N
Extracte vegetale | Colectarea ¢ NASNEBL 9 E (i NI (Procesarea
folosite ca IFA plantelor SEGNI OO A I @ yallFAl A ON
ambalarea
IFA reprezentate | Colectarea ¢ NASNEBI K Procesarea
de plante LI FyGSt 2{YNNUzy oA FAT AON
Y N NHeysau Odzt G A @ N ambalarea




pulverizate recoltarea

Biotehnologie: {d1 0At ANOYGNBOAY/ dzf GdzNF RS OfLT 2t I [|Procesarea
DA

FSNIY Syl {decelule 0 Rciidecelule [FSNXY Sy il I purificarea [FAT A ON
Odzt G dzZNN (ad | y Rl NRde lucru ambalarea
oNyOAA H
de lucru
CSNYSy Gl {{dFoAt ANOYGNBOAYLYGNRBRAZOSNBI |LT 2¢f I [[Procesarea
a Of I & A ON{de celule ONYOAA HFSNX¥SyilDAS purificarea |TAT A ON
produce IFA ambalarea
Cresc cerintele BPF :>
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239.CASOIFI NB Tl 6 OFyt GNBodAS aN aiGloAtSHao
SFAOASYl RS Yl-yl SySyd Ft OFtAGNDAAZ OF NB
personalulwadecvatyr FIONAOIDASO®

240.{ A 4G SYdz ﬁeé YEyF3aSYSyd tf OFtAGNODAA N
LIN2E OSRdzZNAf S LINRPOSaStS 06A NBadz2NESEf S>Z LINBOdzy
al GAaTEOS ALISOAFAOIOAAES® KRB ODStIROGLEBAGRNORSESL
aN FAS RSTAYAGS 0A R20dzyYSyidl idSo

241. ¢ NB o dzA S a N SEA&GS 2 dzy A G+ G Skdzy A G N
AYRSLISYRSYUNKAYRSLISYRSYGS RS LINPRdzODAS O6A O
I AaAI@&GNNNENODAA o0! /0 Onid o6A LIS OStS £S O2yil
dzy AGNDA &SLINXYGS RS '/ oA [/ albdz I dzySA &Ays:

243.¢21 4GS FOGAQGAGNODAES €S3FrGS RS OFftAGEGS
RSaF¥FNo2F NNod

244h NA OS RS@GAIODAS RS 1 LJNzoSﬁadzNJ\tS adl oAt
critice tred dzA S Ay @SAUA I UST Al NI Ay @S 3 0AlF OA O2

245.0y € ALJAl dzydzA aArAaiaSy O2N Jdzy T NG 2 NJ OF N
St A0SN}YNBF ny OIFINYylAYyN>Z RS N ny dusey O d:
AYOGSNYSRALFNB LinyN fI- ny OKSA SOt dzZNNRAV X
NYOKSASNAA &l GA&aFNONG2I NB | IfdzNNJ\)\ RS ONi

&P o
D¢ O
e

246.¢ NSodzA S aN SE)\auS LINER oéﬁed Al respbnisidbil ca prlivire Y dz)
th AYyaLSOOAALS | dzi2NAGNOAE2NI RS NBIESYSyial N
LINR Rdza dzf dzA O A | ODAdzyA | a20AFGS O0RS SE®d> NBOf

de reglementare etc.).
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LINR A SO0 | @
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248.al yI ASYSy idzt NRa&aOdzZt dzA ny R2YSyAdzZ O t A G
O2y i NRfdz = O2Ydzy AOF NBI o6A NBGAT dzA NBF  N& & OdzN.
FLIX AOFG R@Fd OnNR &8 MSAB GNP ALISOGA DD

249{ A4 GSYdz RS Ylylaévéyd I f NRARA&AOdzZ dzZA ny R:

MO 9@ fdzZ NBF NR&Odz dzA ny R2YSyAdd OFtAGND;
LINA GANS 1 LINRPOSaA O0ARS nYINBOES Go ARA yLIdONIWYIY( d&E S
dzGAf AT F G2NXz adzoaidl yoSA | OGA@So

VA
HO bA@BStdzZ SF2Nldz dzAiz It OF NI OG SNHz dza 2 F
NRA & Odzft dzA ny 2YSyAdzZ OFf AGNODAA &dzy G YNadzNT @
Exemple$ LINRPOS&S O6A | LX AOFDAA NBFSNARAG2INB I
FA AN&AAGS ny FySElFI mMTO®

R
O

{S00AdzySI o

wSalLlRyaloAft AGNODAE S dzyAGNODAAKkdzy A

250.' YAGFGSFkdzyAGNDAES RS OFftAGFGS obheBéazA
legate de calitate

2511 yAUl GSIkdzyAGNDAES RS OFfAGFHGS GNBOdZAS
ozNJSaLszw NG2FNB NBFSNRG2INBE fF OFfAGlIdSo

252t NAYOALN £ St S NBalLkRyaloAftAdGNOA €S dzyAdN
AaMAS RSESIFGSd ' OSaGS NBaLRyaloAfAGNODA (GNBod
se limiteze la:

1) Eliberarea sau respingerea tuturor IFA. Eliberarea sau respingerea produselor
AYGSNYSRAIFINBE LISy idNHz T2 A2 SRASNIEINRYR dkCOIANG® O2 v i NP

2) Stabilirea unui sistem de eliberare sau respingere a materiilor prime, produselor
AYGSNYSRAIFINBE YFGSNAFESE2NI RS FYolflINB 6A Si

o0 *SNAFAOFNBIF nyNBIAAGNNNRE 2 NI Ozvuféijé |
ett LISt 2NJ ONRGAOS RAY LINBOS&Z nyltAyidaSt SfAoSNN

w Z<

no ! &A3dz2NIF NS ON RSQ)\ID)\)\fS ONRGAOS adzyu ]
pO ! LINPOF NBI (dzii dzNBNJ aLISOAFAOIDAAE 2N 6A |
6) Aprobarea tuturor procedurilor ci Y LJ- OG0 | 4 dzLINF  OF ft AGNDA A  LINJ
TO ! AA3dzNF NBI ON &dzyG SF¥FSOGdzZE 6S | dzRA G dzZNR )
yOo !'LINPOIFNBIF FLFEONAROFYODAf 2N adzo O2y NI OlG LJX
PO ! LINPOI NBI AOKAYONNRE 2N OF NBG NBXA | 1OER R i
sau IFA.
MAO0 *=SNAFAOFNBEF O0A |LINRPOFNBF LINRG202Ff St 21
MMO ! &A3dzNI NBI ON ' YFOAAES NBEFSNAG2F NF

NE O
MHUO | &A 3dzNI NB I ON &
echipamentelor critice.

MoUO ! AaA3Jdz2NF NBII ON YI GSNRIESES adzyd aGSadl g

i
8§ TF2f NyINBoRRENBIYS &

Mno ! &A3dzNF NBF ON SEAaGN RFEGS RS &adlroAafa
SELA NI NB ORSIOZIYARMKIONB fISSYRBNHz L C! SAkal dz LINE Rdz
MpU !'yEFEEATE OFfAGNODAA LINRRdzadzZt dzA ol 6  Odzy
{SODAdySI n

wSaLRyaloAftAGEFEGSE LINARGAYR | OGABAGN

253. Responsabilitatea pé (i N1z IOuAQAuNOAfS RS LINRRdzODA S
GNBodzA S 4N Ay Of dzZRNX RIFENJ ydz ySFELINNIFG aN &asS f A
MO t NBINGANBII NBGJAT dZANBLESE | LINPOI NBI oA

produselor intermediare sau a IFA conform gedarilor scrise.
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FILONAOFDASA LINPRdAzASE 2NJ AYGSNNXYSRAIFNBE aldz I L
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o0 NYNBIAAGNNNAR NBEFSNARAG2bINES I ARSYUGATFAOL T
no R20dzYSydl oAl SEIYAYNNAA 6A GSNATAONNRA
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LyadgNdzOoAdzyA adl yRIFENR RS LINE RdzO
ONYNBIAAGNNNR adlyRFNR RS LINRRdzODA

337.t SYUNHz F A 3dOIXNSBESNH S FREBY AENA S (G NB 06 dzA €
a0 yRIFINR RS LINPRdzZODAS LISYidNHz FASOI NB LINER Rdza
ONGNBE 2 LISNBR2FIYN O0A &N FTAS OSNATAOIGS AYyRSI

unitt G S kdzy AGNDAES RS OFftAGFGS®
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MO YdzYSEtS LINPRdzAdzft dZA AYUSNXYSRALFNJ aldz € L
R20OdzySy ldzZ dzZAi RION S LIR&AOALET

HO 2 fA&aldN O2 YLX &probuselor Mterin&liddk deSethiite pINKRUME sad A
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b) limitele parametrilor din proces care vor fi folosite;
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cazul,

RO fTAYAGS RS GAYL) LISYUGNHz GSNXYAYIFNBI Sl LS
LIN2 OS&a> RIFEON S LIAAOGATT
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LS Yl SNJ\ f2NJ LINAYSZ LINPRdAzaSt 2NJ AYOUGSNXYSRAL
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HO 2 RSOf I NMB AfSI a®# MdE @F WB FENR2 RN RS (Sadl NB

o0 2 RSOfFN}YoAS | YlFIaSA &aldz YNNARAYAA LINRo6S
SaiS RSAONR&a ny YSU2RNT RIFEGS &l dz NBTSNANA
NEI OGA GAf aNdadliA a2f dz-oAAT 2N &

no 2 NYNBIAAGNI NB O2YLX SGN | (dzidzZNBNJ RIFGS
fnyaN 3INF¥FTAOST (GFroSftS 6A ALISOGNB FfS SOKALI Y
| Rz@ém Y GSNRIFf dz aLJéé)\TAo OA aSNRI GSadl i
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346,00y NEBIAAGNNNRE S SNJ\ A RS LINPRdzODAS O6A R
GSNRAFAOIGS OA FLINRBOIFGS S dzyAlGFGSFkdzy AGNDAF ¢
RAAGGNAOGdZA GND OV NSEI)\E[Q[UN NIBl Jatiofaitor [phRuRetoete néeiitice dih |
LIN2OS& LG FTA GSNAFTAOIGS RS ONONB LISNB2YL |
NB&aLISOlinyR LINPOSRAZNAES FFLINRPolGS RS dzyAldlF 4GS«
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348 YAGLF GSFKdzyAGNDAES RS OFfAGFGS LI2F GSk LI
autoritatel LISY (1 NHz St A0 SNI NBIF LINPRdzaSt 2N Ay dSNX¥YS

SEGSNA2NE ASOAYR RS &dzo NBaLRyaloAtAlGlGdSE dzy

Capitolul VII
MANAGEMENTUL MATERIALELOR
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Controale generale

349.¢ NBodzA S &N SEASNT S SLINP ONBR diNw FESSE ONAR S NB O
RSLIRTAGEFNBFY YIFyALdzZ F NBF>X LINBtSOFNBIX GSadlk N

350.t N2 RdZONG2NAA RS LINBPRdzAS AYUSNXYSRAIFINB OA
furnizorilor ce materiale critice.

351.al GSNALIFESES GNBo6dzAS 4N FAS | OKATADAZ2YI
FANY AT 2NK FAdzZNY AT 2NRA FLINRPOIF Gkl LINRPOF DA RS dzyAdl

352.5 ON FdzZN}Yy AT 2 NHzZ dzydzA Y G SNRIF fA AN GLINR R/ods
LINE Rdzd dzf dzZA A YGSNNYSRAIFNJ O0Akaldz f LC! i NI 0 dz
materialului critic.
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O2y Gl YAYNNARA® al GSNRALFESES (NBodzA S LINoeGsNdt G S
SEFYAYL aldz 6SadGF 0SS RdzLJIN OFT X 6A StA0SNI
355.0y I AydS OF WBJySNUBI B8t &Sye#SaisSOS Odz aiz
dldz aG20dzNA RAYy aAt2TdNAvI St S uNmamsrretm Sy

aN SEAAGS LINROSRdAzNA LISy i NHz I LINB @S Wénite p&ste O N
stocul existent.

356.5 ON f AGNNNAES ONI O o60o0dzA | RSEAGSNRS&EL 3
&A3dNF yol ON ydkyd NBUNPR/NIZOA DY WINY RA Y NBul SNI
dldz YI'A Ydzf 6S RAY dzNX¥ N2 NBStES YAzcf2F OSyY

MO OSNIATFTAOFNBF OdzZNNOSYASAT

HO (SadGFNBF dzNY¥Sf2NJ RS AYLIJzZNAGNODAT

3) auditul furnizorului.
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358.CASONNXHzA NBOALASY(d &l dz I NHzLI RS fieBoatiuhJA Sy
O2RX aSNAS &l dz ydzyYNNJ RS NBOS LI A S/ dRANBND AlyNFBIOAIZAS
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furnizorilor.
360.! LINRP O I NB I TdNy)\lzN.ﬂztdzA GNBo6dzA S &aN AyoOf
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YRS SECDZ Add2NROdzx OF tAGNDA
YFGSNRALFE O2yFT2N)Y &LJS

NYFAYyidSt NBYydzzoNNAA 1 SFSOGdzZ NBI | ydzYAd2NJ
YAYAYN SaidS OFx OSftf LldzwAy 2 FylFfATN O2YLX Sil
O2 YL} NI¥ d NOIGid3f GSNISA FIAY I £t AT N®d { A3dzNF yol OSNIA
intervale regulate.
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ydz GNBo6dzAS aN FAS (SadriSz RIFEON &S 200AyS
RSY2Yy&aGNBTS ON I 0SaidsS YIFGSNRA LINARYS ddzyd Ozy
NEOALIASY (St 2NEYy NBISEXN QK NBESt 2/NEYENSE 2NJ RS & SNA
FOSad2Nl YFGSNARAIFESd [ ALkl GSAGNNAA AYGSNYS
R20dzySyidl G4 No
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LINBf SO GSd® aSi2RStS RS LINBtSOFENBE GNBodzA S al
LINBf S@PST ST RAYy OS LINGS | NBOALASyGdzZ dzi &N
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YIEGSNRLFfdzA SaidsS ONRGAOZT QGFNRARFOAEAGEHEGSE YIGSH

pentru analize.
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365.al G SNAFfSES (NBo6odzAS aN FAS YIyALWdzZ FdS o

O2y il YAYINBI oAOXREGNAAY | NS ny ONHz

366.al GSNALFtSES YolLftlGS ny al OAX Liddzy3aAx al d
SaGS LaAroArats (NBodzA S RSLINNIFGS O2NB&LIMzyT NG 2

367.al GSNALt StS (NBodzAS RSLRIT A DFENE W Gz RKX
YySAFGADG OFEAGEFEGSE O6A GNBO6dZAS ny Y2R y2NXIf
primul.

368.! yStS YIFIGSNRAFESS LINAGNI GS ny NBOALASY(HS
Odz O2yRADAI AORS YSIIMTOKEBGNS SE NRSNNYNny N f AT AOAE SE
nyFrAyiS RS RSaAaOKARSNBE O0A RS F2ft2aAiANBo
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Capitolul VIII
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Ly ad NHzy Sy GASNBS oRAS \O\naydzl\NNNB GNBO6dzA S aN A0 N  LIN

3725+ ON dzy YFOGSNRFE SadS &adzoRAGAT G LISy Nz
NEOALIASYd ny OFNB &S LINadaNBFT N YL (S nificatfowzf
dzNY NG 2F NBfS AYF2NXNIDAAY

MO ydzyYStS YFGSNALTf dzZf dzZA O0A k&l dz O2RdzZf | NI A O+
HO Y dzYNNXzZ LINAYAG f1 NBOSLIOAS aldz £t O2yil
o0 3INBdzilF G§SIF aldz OFyidAdGlraSE RS YFGSNRIE R
nORFGI RS NBSGIftdz NS aldz RS NBGSadl NBX RI (
373.0peNI DAAE S ONARGAOS RS OnydNNANBZ YN&dzNI N.
FTI ON &adzmASOldzZ dzydzA O2yiNRf SOKAQGIESylGdd Oyl A

RFON YFGSNAIFIESES adzyd OStS HFUWSORTON @ABS LBy U
intermediar sau IFA respectiv.
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aGtoAtAGS LIS o1 NBTdAEGFHGSE2NI RS tF02NFG2N
FILONAOIDASD® 5SPALDAAES NIYRFIYSYyGSt 2 Nbvestigate OA |
LISY G Ntz I RSGSNXYAYLF AYLI OGdzf &l dz LI2AAOAT dzAf AY

376.h NA OS RS@OAIFTDAS (NB06dzA' S R20dzySyidlkaGN OA ¢
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377. Statutul principalelor echipament® Ay LINRP OSa (NBodzAS aN FA
SOKALI YSY(iS>Y FAS LINRAY R20dzyYSyidlroAS | RSOZF GN

mijloace alternative.
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procesului.
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Amestecarea seriilor de produse intermediare sau IFA
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no OFfAFTAOFINBIF LISNF2NXIYODSEt2N 0/t oY @GSNAT
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Concepte privind validarea de proces
467.+ I £t AR NSI RS LINPOSE 6+t 0 NBLNBIAYIN R20%
LJ- NI YS G NR A uI OARYSEKS BIZSO8AGANO F dzNB LINRB RdzO (i A

AYGSNYSRAFN) &kdz dzy LC! OFNB aN nyRSLX AySlE aON
468.9 EA &G N uNlS)\ O2y OSLItS LINAOBGAYR @FftARINBI
S fStILfGS 02y OSLIIST

SEOQgu/ARA LI2G FA F2t2aAiAiS OS
|
I

469.0y Y2R y2NX¥I 3 @FfARFNBI LINRBEALISOUAGN G N
LC!'Z o3l Odzy &S LINBOAT SFT N I {(80zy10Siydet NHr cdmyt
200AYSNB | dzydzAi LC! (GNBo6dzAS aN FAS nyOKSALI GN

acel IFA.

470.x F f ARIF NBIF O {
sunt disponibile, deoarecea¥ I 0 ul
LIN2E RdzO FNBOGSyld a&aldz aSNAAES RS LC! as LJNER
RS nyOKSASNBI @I fARNNXA OQYOdzNBYuSZIdlsﬁlbUR)\f
O2YSNOAIT X LIS oI F 0SSy dSA Y2y7\u2NJ\INNJ\ O A

471.t 2+ 0S8 FA FNOdziN 2 SEOSLIAS LISyidiNyz oIt
a0FoAfAGSY OFNB |dz F2ald F2t2aA0S ENHNKAOERNNEB

GN LIR2IFGS TA NSlt)\”l-



YFEGSNRAA LINAYSSES SOKALI YSYyidSzT araidsSySz TIFOAtAD
LINA GAYR @FfARFNBIF LRFGIS TA ¥2t2é)\(] OnyRY
MO | ONRO6dzGSES ONRGAOS IfS OFtAGNODAA OA LI
auf2ald aGFroAftAGS ONRGSNRAA RS | OOSLIiloAf Al
o0 Vydz ldz SEA&GI G S6SO0dzNA aSYYATAOI GAOBS RS
2 LISNI (02 NHzf dzA &l dz RSTFSOGNNR A é‘K)\Ll-YsyustzNz
no | dz F28G aGlr0AtAGS LINRPTFAES | f A Y LIJzZNR {0 Nt

~

>“U),

A72.{f SNAAES aStSOGlIaGS LISyidNHz @1t ARFNBI NBG!
G2F3S &ASNARAES NBFfATIFIGS ny GAYLdzZ LISNA Bt RSA
ALISOATFTAOFIDAAES O0AX GNBoOodzAS aN FAS ny ydzyYNNJ
/] 2y NI LINPOSES LG FA (SadlraGS LISYGaNdz I 2060AyS

{ SOODAdzyStH p
Programul de validare a procesului

473.b dzYdefiNJ LINR OS&a St 2NJ RSNXz | S
LINE OS&dzf dzA &l dz RS AYLERNIIlIyDl &oOK
OA O2yOdzNBYyiN GNBO6dzAS F2t2aAdS8

OnyRZ LISY(iN¥z I RSY2yaiaNlr O2yaSoO@Syol LINROSad
RdzNJ} N YIFNBOZ adzyd 2dzaAaGAFAOFGS RSNHz NNA & dzLJ
trebuie examinate datele generale din IRy N € on RS &SNAA O2 Ya
O2yasSOoSyol LINROSadzZ dzA X RINJ LR2G FA SEL Y)\y
474t F N YSGNAA ONRGAOA A LINROSadz dzA NB 6 dz)\
de validard: LINP OSadzf dzA @ bdz SadisS ySOSal NJ anN TAS y

A
f SANGAZNN Odz OF t AGFGSESEZ OdzY FNJ FA @GF NRIFOAE St ¢
folosirea echipamentului.

475. 2 f ARF NBIF RS LINROSaONNBNBEZ 51 dN OF yWENA G N
nyOFRNBITN ny tAYAGSES aLISOAFAOLGS® t NB ¥ AL da
RFGStS AdG§2NAROS o6AX OnyR S LRaroAiAfts RSOnid
pPSY i Ndz aSNAA F2t2aA0S ny adaddzRAA Oft AyaAOS oA

{S()o)\dzy‘ c
Lyt Al LISNA2RAON | aAa0SYSt 2N ¢

476.{ AaGSYStS OA LJNEOSanS GNBo6dzAS &N FAS
2LISNBI-dzN MR NDI f ARDP O¥S YRPROYRNIYRSE = NF @2 (SR NE
AOKAYONNR ASYYAFAOFGAGS &aAaidSydzZ dzai &l dz LINR OS
adl dz LINPOS&adzZ LINPRdAzOS> Odz O2yaSO@SYoNs> YI GSNA

{ SOODAdzySI 7
+ f ARI NENA D dzNN
477.0y Y2R yY2NXI 3 LINRPOSRdAZNAES RS ()d NNOI N
GNSO6dzA S F RNBAIFGN aAdGdzZ oAAf 2N &l dz Sat 2 NJ
au cel mai mare risc pentru calitatea IFA. De exemplf, LINA Y St S Su I LJS RS
FTAS ySOSalr NN @gFfARFNBIF LINPOSRdAzNAEf 2N RS OdzNJ\It
NYRSLINNI FGS LINAY SGI LIS dzf GSNR2FNBE RS LIzNAR FAO
478. = t ARF NBI LINRPOSRdAzNAf 2NJ RS QeaNdeofdlasite a i NB
SOKALIl YSyldzZ dzAd® 51 ON YIFIA YdzZ GS LC! &l dz LJIN.
SOKALI YSYyld oO6A SOKALNI YSyldzZ SaidsS OdzNNol & LINRA
selectat un produs intermediar sau un IFA repreze@t&@i® ! OSIF a4 N aSft SODAS |
a2t dzoAfAGIGS OA LIS RAFAOdzZ GF GSI OdzNND NNR A X
STAOFLOAGIGSSE G2EAOAGIGS o6A &dloAtAGEGSD



479.t N2 1202f dzf RS @It ARFNBE | Odz:ONNENX NS O NEB &
LINE OSRAzNAf ST YIFGSNARIFIESEST yAGStdzNRES | OOSLI |
O2yGiNRflI DA O6A YSG2RStS IylIrftAGAOS® 5SS | aSyYSy
GNBSO0dzA S 200Aydzfioft S2RNEBt Pl OENBA &820 A OKSG I GS

480.t NBf SO NBI (NBodzAS aN Ay Of dzZRNEZ RdzLIN OF 1
6RS SE®PT SEGNI OoAl RANBOGNOLEZ LISYyiGNHz I RSGS¢
Metodele de prelevare folosite ttedzA S &N FAS OF LI 6A€tS &N YN&a2lk N
NNYFasS LIS &dzLNI FlF ol SOKALNI YSyGdz dzi RdzLIN  OdzNN
OnyR &dzLJINy FSoSfS OFNB AYyUNN ny O2yidl Ol riddz L
SOKALI YSylidzt dzZA oOAkaldz I fAYAGNNRARE 2N LINR OS & dz
GNIF yAFSNE GFyOdzNAtES NBFOG2FNBt 2N Odz 2NRAFAO
SOKALI YSYy(iS YAOA O2YLX AOI i Sudizatdd®BeddzY YA ONRBY A
481.¢ NBodzA S &N asS F2t2aSFaON YSi2RS FylFftAdGA

S &l dz O2y il YAYlFIYODAA® [AYAGE RS RS

RS &Sy aA o AdcdéptabidSsiahiliNdk rekzidulRsduii @@aminanty” A ¢

AfSHAON yA@Stdd RS NBOdZLISN
- OGAOST NBIfATFOAETST GSNAT.
OQUADGAGONDAA FIFNXYIO2f23A0S>
G2NJ O2YLRYySyd |t &Ndzo

RS OdzaNNolF NBkAIASYAT I NB S
B oA I Ot SWRAINZEOSES ny Ol NB
Gt N &bdz SyR2G2EAYy St S y
LINBTAYGN 2 LINRBoOofSY S

ax
c

0
oz2yil Y
sterile).

483.t NP OSRdAzZNAE S RS OdzZNNODI NS (NBXo6dzAS aN FAS
Gt ARFNBZ LISYi(iNdHz I O2yFSNAR &Addz :
LINE RdzOoAl RS NHziAYN® / dZNNOIF NBI
SEFYAYFNB @Al dzr t NI OnyR SadGS LI2&aA
INRPAASNE O2yOSYyidGNXdGN ny &LI ODAA YA
FylFfAT NO

{ SOODAdzySI vy
Validarea metalelor analitice

484.aSG2RStS Iyt AGA0S (NBodzAS aN FAS
AY Ot dANFINNNIND2LISS NBf SOOI yi
GNBOodzA S aN &S JOSNAFNO&E264 S
ny O2YRADAAES IOGdzIfS RS ¥

485.a SG2RSfS GNBodzA S 4 A
L/ 1 Odz LINA QDA :é fI oFfA S
AN NBFESOGS &O02 Lid

486.0y F AydiS R
I RSO GN | SC)K

487¢N£6dz7\s
-GSd® 1 aSYSySi|

YiONHz I OSNAFAOF RION

I aGloAfAGNO®
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9fF 62NF NBI &A
T dzy O0A
488.¢ NSodzA S aN asS adt -
AOKAYONNRES OF NB LR I'FSOGI- LIN2 RdzOD Al 6 2
489.¢ NBodzA S &N SEA&AGS LINPOSRdAZNA &aONAR &S OF N
O2NB &LlzyT NG2F N o) I LINRP O I NB I  FFOKN YOOANANER f 2 NG 2
TIEOAfAGNODAZT &A&GSYS | dzE A f -8l lcoddBuerulG)O &ape die YoH s, S
YIEGSNREFES RS SiGA G F NBul computértud I £ NS 6 A LISY G N
490. h NA OS LINE LI B LISYyidiNHz aGrSA YDHDRAD | NIBEZS &
I LINPOoFGN RS ONGNB dzyAdGFaGSE 2NBFYAT Fi2NAON |
dzy AGF Sl kdzy AGNDAE S RS FfAGlI OGSO
491.¢ NEodzA S aN FTAS SOl fdzrd AYLI Oldzf LI2&AO0ACT
intermedA  NJ &l dz I LC! @ h LJNEOéﬁdeNN RS Oflaataol
(S&adlrNBz @It ARINE 6A R2O0dzZYSydl NB-unypSES daliddt’s L.
ONNARES L}RG FTA Of | a AOILGS §REBAAREDSIDI YN
SOousStS LIS OFNB | OS S AO0KAYNONNOARY I MSY (
zAS aN a8 RSGSNXYAYS OS aiddzRAA RS GSadl |
FAOIF 2un pgioe& Valdat. NB ny G NJ
I AYLX SYSyYy Gl NBI C)K)\Y@NNJ\tzNJ I LINROF GS
G218 Rzoszsyqus I?SOuI \
493.5 dzLIN OS & OKA Yol NBI |-

R

T2

produsS &l dz GSéi’JI-GS RdzLIN & OKA YO
i

a

O«

o
O i
l\)

4

494, ¢ NBSodzA S aN FAS SgI f dz J
NEGSadrNB &l dz RS SELI NI NB G106 Af
produse prin procesul modificat pot fi itrR dza Sdzyn yLAN® 3 NI Y
FA FRNdzZAIIGS LINRPINI YdzZ dzZi RS Y2y AdG2N

495.t N2 RdzZONG2NAA OdzNBYyoA RS F2NXYS
LIN2E OSRdzNAf 2NJ RS LINPRNDOWEG A IOR y A XNB)

S
au
I NB
N

i

Capitolul XIV
wO9{tLbD9w9! L woOCh[ h{Lw9! al! ¢9wlL!

{ SODAdzySI wm

Respingerea
S AYUSNYSRAINSE O6A LC! OFNB ydz NI
Y S yAudstg grad8se mtyfrme@larexl.%agf iF A yotNfi reprocesate sau
RdzLJIN Odzy 4SS RSAONARS YIA 22a0 /2
a

496.t NP2 Rdza St
OF Gl NB 0o6A
NJS LINE f dzONJ
aN FAS nyNB

{ SODAdzy St H
Reprocesarea
497.0y 3ISYSNIf SaidsS Odrobtacaréauniii pradus in@rdé&llaiisawar £ R
dzydzA L C! I Ay OfdzaA @ | dzy dzA | OF N3 ydz O2NXBa Lz
NB LINRE OS &l I LINAY NBLISGFNBF dzySA SiGlF LIS RS Ol

~ -

NE
al dz FALXYGN NO2NBBE 6RS SEO R)\“ﬁ)\thJéz FAE OGN N
R

A

LINR OS & dzf FIONAOFDAS &allFoAfAld ¢20dz0A 3 R
YE22NRGFGSE ASNAAf2NE S| [jNJéch oxsotdzaN Ol

498./ 2y GAYydzZ NBI dzySA Sl LIS RAYy LINROS&ax RdzLIN
SGFLI SadsS AyO2YLX SGNXZ SaiasS O2yaARSNYGN | FA

reprocesare.



499.L y (i NP F“edz‘SN | YIuSNﬂRfdedzNNES RBE I OnA NBILIS i
OKAYAOS SaitS O2yaARSNIGN | FA NBLNROSAI NB:I R
h aGFStf RS NBLINROSAIFINBE GNBo6dzAS aN FAS LN
AYGSNYSRAIFNI al d&&SF aoD®! TOLXKBzZ a ONR2OSI &Gl ydz S:
F2NXYIENB I LINPRdAzOAE 2NJ 8SOdzy RFNA OA | YIFGSNRI €

{ SOoAdzySI o
Reprelucrarea

500.0yF AyGS RS | fdZa RSOATALF RS NBLINBf dzONJ N
ALISOATFTAOFIODAAE 2N AGFo0oAfAGST GNBodzAS aN asS S¥S

501.{ SNAAfS OFNB | dz F2ad NBLINBf dzONI S (NBo6 dz
a0roAfAUNDAA ORION &S SedaaNi ACFZAYORONJGSA  SdVKS\AD | R 25¢
NBLINBf dzONJ} & FFroN RS OSI | LINRPRdzadz dzA 20 0A Y d
RS&aS2NAST OGN GFNBF LRONARGAGN LISYidNHz 2LISNI DA A
RSTAYSI RN RSPRNESRNSt dzONI NBX Y2Rdz ny OFNB &S
5 ON SEA&AGN 2 A&AY3IdNN aSNAS OFNB gJF FA NBLM
SEAGSNI AYSRAIG OS S&dS IN&AAUGN I OOSLIIOALN®

502.¢ NB3odzA S &N aN OSRId2NAY SBSyGINNHE) O2 Y LIF NI NB | L

aSNAA N\BI:JNJSfdzC“)N\]-GS Odz OStS I£fS ASNAAf2NI FI 6N

RS NMHziAYN adzyid ySFERSOGIGS LISYydaNdz I Olnidode i S NJ
suplimentare.

{ SODAdzySI n
WS OdzLISNI NBI  YFGSNAIFfSEt2NI 0A &zt g

503. wS OdzLIS NI NBI o6RS SEo® RAY &a2fdzoAtl  YEYN
AYGSNYSRAIFINB &l dz I LC! SaitsS O2yaARSNIGNel OO
LISY (. Ndz NB OdzLISNI NB o6A OF YFGOGSNREFESES NBOdzLISN
scopului declarat.

504{ 2t JSYOAA LRG FA NBOdMZLISNI DA OA NBF2t 24A
2LISNI DAAE S OdA B WA INBNI&Idey{iS OBy INRHz | G S &A=
= GFrGST nylAydS RS NBT2f2aANB
. OA NBIFOGAGBGAA LINBI aLISOA O0A NB
R2OSRAG NB LISY dNXz G421 0SS LINRPOSaSt S
506.C2f 2aANBIlI a2t gSyoAf 2N NBOdzLISNFY oA > | &
GNBS6dzA S aN FAS R20dzYSyidldN | RSOGE G

¢
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{ SODAdzySI p
w S (i dzNJ/ N N
507.Produsele intermediare sau C! NB G dzNy I §S GNBodzA S AN FAL
OF NI YIAYNO®
508.5 ON SEA&AGN nyR2AStA I &dzLING OFft AGNDAA
O2YyRADAAES ny OFNB Fdz F2ad RSLERITAGIGS a&e dz
starea recipientelor lor, produsele intermediare sau IFA returnate trebuie reprocesate,
NBLINSf dzONF GS &l dz YAYAOAGSE RdzLIN OFT o
509. ¢ NBodzA S aN &S LINAGNBTS nyNBIAZGNNNR |
t SYGNHz FTASOFINBE NESdze ENBN REOUHAZRNYF OAl G NJ
MO ydzyYStS o6A | RNBaAl RSadAyl G NHzf dzA T
HO LINPRdzAdzZ AYUOSNXYSRAFNJ &l dz LC!'X &ASNAI OA
o0 Y20AQdzZ NBGAZNYyNNRAT
4) folosirea sau nimicirea produsului intermediar sau a IFA returnat.



Capitolul XV
w9/ [!'al1LL L wo9c¢cw! DO9wlL

{ Sithea 1
5AaL}R2T A0AA 3ASYSNI €S
510.¢ 2GS NBOfIFYIDAAES €S3I4S RS OFftAGIGSE
NYNB3IA&UNI GS 6A Ay@gSaidA3drasS O2yF2N)Y dzy SA  LINE
5110yNJSE|AauNJ\|NJ\fs NBEOf I YFIDAAE 2N G4NBo6dzA S aN

MO Y dzY St SeclamantuluR NB al  NJ

HO VYydzyStS o606AX dzyRS SaidsS OFidzZ X GAGE dzf O
NEBOf I YIFDALIT

o0 YIFGdzNFT NBOfFYIFIDASA 6AyOfdaZ nyR ydzySt S L«

N0 RFEGF LINAYANARA NBOfI YIFIDASAT

p0 | OQoAdzySI ny i NBLINARoyAR NA RSAVATOMG [ G Sé A yLOS NIBI2AT
I QoAdzySHOT

cO 2NRAROS | QoAdzyS dzf GSNAR2F NNT

TO NNalLlzyadz RIG NBOfFYlFyldzZ dzAi 0Ay Of dzaA @ F
yo RSOATALF FAYIEN NBFSNAG2FINB 1 aSNAI al c
512. Oy NBINANNAt S NBOf I YFOAAf 2N GNBodzA S LIN&A G N

tS3IGS RS LINPRdzZa O6A 3INXGAGIF OGS NBOfFYlIODASAZ
RFON § OFTdzxZ RS YNadzaNA O2NBOGADGS AYSRAIFGSO®
513.¢ NBodzA S &N S BEAGNRS N2 QUINBSO SRUZNRNS FA Y S A ON

fdzZaZ 0N ny O2yaARSNI NB NBGNF ISNBI dzydzi LINE Rdza
514.t N2 OSRdz2NyY RS NBGN)} ISNBE GNBodzAS &N RSaS
AYTF2NXYIFDASAZT OdzY NRBOGrA$SAVANBAHAR 2y RBUNI 8SR

tratat materialul retras.

515.0y S@SyGdzt t AGFGSF dzySA &AdGdzZ oAA &ASNAR2I &
AYTF2NXYIEGS Fdzi2NRAGNODAES €20FfSsS  Vyilewm2a st O 7
acestora.

Capitolul XVI
C!.wL/'!'"baL {}. /hbew!/ ¢ oLb/ [} {Lzx [

{ SODAdzySI ™
5AaL}R2T AoAA 3ISYSNI S

516.¢ 2 DA Fl ONAOFIYOAA &dzo O2yUNI OO O0AyOf dzaA @
ny LINBT SyldzZ DKANR®DGNSE ol daASS/ olA G2 NFI20aN\5 6 NS @Sy A N
YSYODAYSNAA GNI aAlFloAftAGNODAAO®

517. CI 0 NA Ol YyODAA &dz O2y{iN} OO O0AyOfdzAAD f I C
FAdZNY AT 2NHzZE RS O2y iGN OGO LISy d Nz | | 5K RISNIF N@2gNT
localurile contractate.

518.¢ NBodzA S aN SEAaAGS dzy O2y (N} OG &
0SYSTAOALI NYzA RS OzyﬁNJ Oz OFNB aN RSTAYySIac
Ay Of dza A @ ndNdditaedh £ S LINR O A

519. / 2 y i NI O dz GNBodzA S aN LISNXYAGN FdzaNYAT 2
0SYSTFAOALF NHzf dzZA RS O2Yy GNJ} OG ny OSSIF OS LINRKR @SOS
520./ nYR S&aGS LISNXYA&N adzwO2y iGN} OlGFNBIFX 0SyS¢
dzy SA LINNDOA GSNDS yAOA 2 OGAGAGIGS RAYy OStS
FYGSNA2FNN | | O2NRdzZf dzA RS ONGNB FdzNYy AT 2 NHzE R
521.0y NB 3 A & ( NN N f FFONRAOFDASA 6A OSEtS RIS f |

S
FOGAGAGEGSE O0A (GNBO6dzAS aN FAS RAaLRYAOAT S Od



S aN 4SS FTIFON aO0OKAYONNR ny LNNEO
NAYyDS O2y (N} OGdzl £t S FNNN OF ¥ dz\

aldz Ft£ds S
A0OKAYONNRE S
Capitolul XVl
| D9bILY Lb¢9wa95L!wLYE /ha9w/L!biaLZ
w9l a.![! ¢hwlL L w99¢L/I19¢! ¢hwlL
{ SODAdzySI wm
Aplicabilitate
523.1 OSI adN aSOoAdzyS &S L AON 2NARONNBA LINN
ézvSNb)\l-t)\iéiééd\is@él-édﬁ NS A0 FfyS 11928 NBSGAOKS ¢
aN RSLIRTAGSTS dzy LC! &l dz dzy LINRPRdzA AYGSNYSRA
524.¢ 20A | ASYODAAI AYUSNNYSRAINARAZ O2YSNDALl YO
GNBo6dzA S aN asS O2yTBENRSTFEYyAdN. ng LINBIT 8gz¥i db & DK

{ SODAdzySI H
¢NI &FoAfAGIGSE LC! OA | LINPRdzASt 2NJ A
525.! ASYDAASE AYUSNNYSRAIFINAASE O2YSNOAIYDAAZI R
aN YSYODOAYN GNI alFoAfAdl (et intebedidrdt @ (ce ¢ distribDie. o
520dzYSyGStS OFNB (NBodzAS aN FAS LINAGNIGS oA
1) identitatea fabricantului original,
2) adresa fabricantului original,
o0 2NRAYSI RS I OKAT ADAST
no R20dzYSydlFroAl RS GNIYyALRZNLT
pv R20dzYSy S RS NBOSLIDA
6) numele IFA sau al produsului intermediar;

TO ASNARIF LINPRdzadzft dzA RIFGN RS FFEONAROFYGT
yo nNYNBIAZGNNNRES (NI YéLZNJszfdzAAc“)A RAaUNREC
DO G2FG§S OSNIAFAOFGSES RS FyFtAT N |dzi Sy A

10) data de retestare sau expiea

{ SOOAdzySt o
al yIr3asySyiddzZ OFftAGNDARA
526.! ASYODAAT AYUGSNXYSRAFNARAZ O2YSNOAIYODAAZ
GNBodzAS aN adloAfSFaAONT aN R20dzySydiSTS oA al
OFf AGNDAAZ AN nOdzvt aNSi SAFLISSQASF / | LIOL L @

{ SOODAdzySI n
WS Yol fFENBFEFYX NBSGAOKSGFNBF O6A LIN&GNI NBI
527.wSIF Yol fF NBF>X NBSGAOKSGINBI 06A LINa(GNI NBI
SFSOGdzST S &adz ézyGNfl-fSéﬁeaum_mzf$|R|sm)®hyrS§LJNBt
SOAGEFNBI | YSAGSONNRE 2N 6A | LIASNRSNAA ARSYyGA
528.wS I Yol £ NBI GNBo6odzAS &N &S S¥SOGdzST1 S ny
SOAGENBI O2yad WRAMRNNWRIA A ydO NHzOR Y (G S @

{ SODAdzySI p
Stabilitatea
520.51 ON L C! &l dz LINR Rdza dzf A yord t M@ @dprert aimbaldzy (
LINAYEFND RAFSNRG RS OStf F2t238A0 RS FIFLONROIyilo
studii de staditate pentru a justifica datele de expirare sau de retestare stabilite.



{ SOoDAdzySI ¢
CNF YAaFSNUzZE AYTF2NNIODAAL 2N

530.! 3SYODAAZ AYUSNNYSRAIFINAASES RAAGNRAOdA G2NRAZ
G2FGS AYT2NXYIO0AAf 8z NEFTRAREOSVEBEINNAOLINAYRGS &
LINE Rdzda AYGSNYSRAIFNI Of ASyGdzt dzA 6A X RS tF Of AS

531. Agentul, intermediarul, comerciantul, distribuitorul, reambalatorul sau reetichetatorul
care fuy AT SFT N LC! &l dz LINE Rdza dz AYOGSNYSRALF NJ
LINE RdzON G 2 Nzt dzA 2NA3IAYLFE € LC! aldz If LINRRdza

532. 1 ASyildzZ GNBodzA ST RS FaSYSySI s &Nated dzZNy
LIN2 RdzON G 2 Nzt dzA  2NAIAYyLE £ LC! aldz Ff LINEPR
NNaLldzy RN | dzi2a2NAGNODAA yIDA2ylfS RANBOG &l dz LJ
RAYUNB F3ISYoDAA dzi2NAT I oAl dA | EINEARERYABINIGIA 2
O2yGSEG al dzi2a2NAT I oAé &S NBFSNN fF | dzi2NAT DA

533.¢ NBodzA S nyRSLI AYAGS nyRNHzZYNNRE S LISy i Nz
{ SOoDdo P

{ SODAdzySI 1

wST 2f @I NBI NBadérilory DAAT 2N 6 A NJ
534.1 ASYODAAZT AYUGSNXYSRAFNARAZ O2YSNOAIYODAAZ
GNB6dzA S &N LIN&GNBI NYNBIAAGNNNR | £S NBOf L Yl

S
t FNISIF LLXYX LISYGNHz NARGE S KB QB YISO AadyS & xzLNB SK
535.5 ON aAldzt oAl 2dzGAFAONZ F3ISYDAAZT AYydSN

al dz NBSGAOKSGOI G2NAA (G(GNBodzA S aN GSNATFTFAOS NBO
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LISy i NHz I O2yoAyS 3T S tAOKSTAIGS al dz ONszzléy

21)%2 Yy N &J NBISOY € 2O f dzNA f ddNinedlitidfal®A FA ON  F I 6 NA

{ SODAdzySI H
Principiu

2.t NBT Syidat ySEN &S NBFSNN € FI
AYRAZAGNALI £ ALISOAFEATFGE ySSF¥SOGdz
I O2 LISNN T o N&fQ|NISH  BBIAT SYI2WA L YS AORA
LJNJsisyul I YySEN @2NJ ¥A dziAt AT LGS OF

3.CFLONROFODALF 3IFT St 2N YSR)\O)\y fS
contaminarea produsului deNei NB YSRAdz nyoO2y 8 dzNN G
O2y Gl YAYFINB nyONUzOASFGN Odz FfGS 3t

4.CFONROIFODALF 3JIFTSEt2N) YSRAOAYI S
'L AOFoAfSE aidlyRFENRSE S €dodidrdetdiatelS

» N 70«

{ SODAdzySI o

Personal
2 OFf AFAOFGN NBAL
FAOLI NB ny 9SRSNBI R
HE O it dgfy ATV 6 N
LISy G Ndz 31T S Y
S NAX&OdzaNAR LIS

N
O«
o
N
zZ
S
O«
S+
w»
O«
R
S+
—
<]
<
(0))
<
c

7. Localuri

MO DI T St
I 0SaGS R2dz
acceptatLJNJ\ y OA LJA dzf
aN a8 S¥S0GdzS1 S gl f

HO [20Ffdz2NRES (N
depozitare pentru a evita riscul &nd i S
nyOdzN» 2+ 2 | OGAGAGL

S
N



~ A -
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HO 9aGS ySOS&lI NI aN &S FaA3ldza2NBE ON 3l 1T dzx Oz
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FfAYSYGSEFET N T2y RS dzY L)X S NXi abilévgnidddtamBdrela §azulii vy ¢
medicinal.
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RAY dzZNY¥N aN FAS RS OFfAGIFGSIE OSt LldzAy SEIIfN
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HO RIFEGF O0A 2N} 2LISNIODAAT2NI RS dzYLJX SNBT
3J0oSFSNANB I ©02ElF RS dzYLJX SNB T2t 28A4NT
4) echipamentul folosit;

pyo YydzYStS oA NBFSNANBI fF ALISOAFAOFODALF 3T
cO 2LISNIOAAES SFSOUdzr 4GS nylAydSE dzYLJX SNRAAT
TO OFYyUGAGHGSE nyFAydS 8A RdzLIN dzYL¥X SNBE 8A
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buteliilor, golirea buteliilor etc.);

10) parametiiOKSA S O NB adzyd ySOSal NA LIS¢# WRA OA
standard;

MMO NBT dzf GFGSES GSaiGsSt2NI RS O2yiaNet £ OF
RS FASOKINBE GSadz aLISOAFAOFODALF 3L T dzf dzZA RS NBTF

MHO NBT dzft G GSt S S NISTAITONRIAR It 2 NJa 02 deldla LIEWT NN
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13) un model al etichetei cu codul seriei;
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GSAaGNNRA LT dzf dzA ONI O
yo CFONROFOALF L1 dzf dzZA GNBO6dzZAS Y2y AG2NRT |
AYLIzNAR G NODAfT S
DO LI F2f{2aA0N LISYGdNHz NNOANB ny GAYLdzZ C
A
\

Lidzy Ot dzf RS @S RSONI2 th2f3 AP S 5A (INiodkyAOAY AGINY R FAY S 1

MAnO ¢2FGS 2LISNIDODAAES RS GNIXYYAFSNE Ay Of dzl n)
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3) Dispozitivul de umpl& & A YdzZE GFy N | 3T St2N) YSRAOAY ¢
dedicate unui singur gaz medicinal sau unui anumit amestec de gaze medicinale (confo\(m Anexe
ny LIOGdyT &adzoLddzy OlidzZ HOOUDP ¢NBOdzAS &N SHEXNDHKS
valvelor.

no / dzNNOFNBI 6A S@I OdzZt NBI SOKALI YSy(dz dzA
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b) sunt supuse unuitestde pregilS KA RNR a Gl GAON aldz 6Said SOK

5dzLIJN L2 G NR GANBI @Gt SAX |()é| 30GF GNBodzA S Y
contaminare a buteliei.
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standardul relevant.

TO . dziStAAES OFNB ldz F2ai0 MBSdzZNINBSEN G RIS B G KX
pentru a minimiza riscul de contaminare. Pentru gazele comprimate, la o presiune de umplere de
Hnn OFNARS GNBoOodzAS &N a4S 200AYN 2 AYLIzZNRGF GS
alte presiuni de umplere).
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Directiva 2004.24.CE.
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Activitate Bune Partea Il Partea |
practici a Ghidului | a Ghidului
FINRO BPF* BPF*
de
colectare
(BPAG)

[ dzft GA G NBl X 02t SOGF NBI oA
t A OK S ytareasds exd@até S O

¢NASNBIF O0A dza Ol NBIF LI I yiSt
exudatelor**

t NBal NSF LIXIFyadSt2N 6A RA&
t dzf GSNAT I NBI T LINROS&l NBI S
FNI OQoA2Yy | NBI X LIzZNRKRFAOFNBI X
ddzoalGlyoSt2NI RS 2NA3IAYS @S
t N2POSal NBI -2zt HEEMKR I RINT In N NA
ca medicament

1 084G GloSt RST@2tGN ny RSGFtAdz 8SODAdzy S
partea Il a Ghidului BPF.
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* Clasificarea BPF a materialului de origine&éigt t N S&33S RSLISYRSy (N
RS ON{GNB RSOAYNG2NHz | dzi2NATFoASA RS FIFEoNRO
AYUSNNYSRAFNI &l dz LINPRdza FAYAG®D® 940S NBaBR Q&I a
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RFGSEt2NJ LINAGNIGS St SOGNRYAOO®
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I OOARSY (Gl tS &l dz @2t dzyid NB ny 2 Y F 2LBNVAAGINI 0SS Qid
aN FTAS OGSNAFAOIGS LISy NYz |-c“)c“)éa7\67\t)\ijl-déz Rd
SOKALI YSyildzZ dzA RS OF f Odzf aldz S LINBINI YSTE
STFSOlGdzZr 1S Odz 2 FTNBOGSWmMost. RSOGI G N YSRAdz dzA R

1551 St S (NBodzAS aN FAS LINRPGS2IGS LINAYy 2 LIS
5FStS alft@riS GNBodzA S aN FdrS (LANG GANS LISNIF i ndiA

16.¢ NBodzA S aN FAS RAALRNEOGIE BS YWRY 2NM2Sa x4 W S
FTdzy OoAz2ySi S ny S@SyildztAdGlaGSlIE dzySA RSFSODA«
YA2E2FO0StS fOaSNYyFGA®S GNBodzAS aN FAS O2NBf
SESYLX dzZ AYyFBNNLSYEHNWSOEEO0Gdz2 NBI  dzy SA NB G NI :
timp

17.t NP OSRdAzNAE S OFNB GNBO6dzA S dzNXIFGSE RIFON &aa
GNBodzAS aN FAS RSTAYAGS O0A Gt ARBEHESOGHNESSHR
FAS nyNBIAAGNYI 0SSO
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19./ nyR &ddzyti F2t2&8A0S F3ISYDAA SEGSNYS LISydN
FO2NR 2FAOALIE AyOfdzda nyR LINBGSRSNAR Of I N Odz
t NNDAA LX /I LAG2tdzf dzZA +LLLO ®

20/ nyR St AO0SNI NBF &aSNARAf2NI LISy (iNdz Onyl B
sistem computerizat, sistemul tbedzA S &N LISNXAGN ydzYl A dzyS LJ
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PRODUSELOR MEDICAMENTOASE

{ SODAdzySI wm
Introducere
1.t 2aS&a2NHzZA &l dz a2t AOAGEF ydGdzZ / SNIATFAOLI Gdzf d
ONNHXzA LINRPOS&INB AyOfdzRS ANIRASNBIF GNBodzA S &
aSRAOIFIYSyiGS . NBGSGIFIGS ny O NBI NaBdey (16 WS BRANZE0S A €
FILONAOFODAI YSRAOFYSYy(diSt2NEOD
2wl RAFODAAES A2yATIYy(dS @2N) FA F2f2
Ay Of dzZR NBRdzOS - NnYONNONGdZNAA YAONROG
LINE Rdzd Sf 2 NJ RA S
2
o}

@

3.9EA&GN R
NI RA2I Ot A@N
accelerator de particule.

1) Iradierea@maca dzy i F2ft 2aA0S R2dz2N Y2RdzZNA RS LINR O

0 Y2RdzZ &ASNRSY LJNE RdzadzZ S&adS | NI yet G ny
NYONNDI G &l dz RSaONNDFG ny GAYLI os S4GS SELMz

b) modul continuu: un sistem automat NJ VALR2NIN LINPRddzZASE S ny (
LINAY &dzNBEF RS- NMRIzyITwx A d8/ESWdzaiNNI RS O 2 NA A RSTA
a021FasS RAYy OSf dzZ No

2) Iradierea cu fasciculul de electroni: produsul este trecut puamtrfascicul cotinuu sau
LJdzt al GAf RS St SOUNRYA RS SYSNHAS nyl f-dilihgud NI F
traiectoriei produsului.

|
4. ¢ N¥ G YSy(dz LINAY ANIRASNBE LRFEdS FA NE
medica&r Sy 1021 aS aldz RS ONGNB dzy 2LISNI G§2NJ | £ dzySA
ddzo O2YyGNIOQU&é¢0T | YnYyR2A GUNBodzAS aN RSODAYN 2
5CF 6 NA Ol yidzZ RS LINPRdzAS YSRAOI YSuysilg inéuSiv S A i
NEFEfAT I NBIFI 20ASO0A@dzZt dzZA RS AN} RASNB® hlL
I

RS

NBaLR2yatoAtAlGrGSH RS FdNJyA LISy 4 NHz A NI RA.

OF NB YSRAOIYSyGSt S @ambiicak NI RAI GS0 R2T I OS NIzl
6.521T ySOSal NNz AyOftdzaAgd ftAYAGSES 2dzadATA

produsului medicamentos.

{$ODAdzySI o

Dozimetrie

7.52T AYSGNRLF SaidS RSTFAYAGN OF YNadzN» NS  R:
NSt SISNBFX Onid o6A O2NBOGI dziaAftATINB | | OSa
Fdzy OoAdzyS O0A O2Yy UGNRTf dzf LINRE OS & dzf dzA @

89u|t2y|N£| aSGdzZNAE 2N RS R2T AYSGNB dziAf A
YEEAYN nydNB R2 @Nzi 53 t 2y N N2y ERNNRINGHG $5 SO dz N
{GFYRFENRAT I NB ©-M din SiénN@ié 2D@dfesitor jaNipirabaren listei Oficiale a
YA2f 2 OSt 2NJ RS YNA&adzNI NB & dzLJdz&t&Sulu2 LoCic 2084. Fefiobda dz  C
RS GLtloAftAGFEGS | OFf AONNNARA {(NBo6dzAS &N FAS

9.1 OSt oA AyailiNdzySyid (GNBo6dzAS &N T)\S dzdi A £ A
OFf AONINB I R2T AYSUGNBURANI 2o NBEdNG S EORE YRHzANS ¥
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AN RASNB® 51 ON SaisS F2t2a8A0 dzy AyadaNHz¥Syid F
FASONNHZA Ay &adNHzYSyd o

10.0y Fdzy OoiAS RS {(GALMzZ RS R21T AYSGNYz F24dle2 aA
AYSEFOGAGNODAAZ AyOftdzard aOKAYOlI NBIF O2yoAydzd
NYGNB ANIRASNBE O6A YN&dzZNF NB 0A | NI GSA R21T SA

11.[ dzy 3AYSIF RS dzyRN | Ay aidNd zYS}fudzf dzA F2f 23
R2T AYSG NBIINHNISYRN dAY F2ft 28A0G LISYGNHz I YNadzN3: 3
GSNAFAONNR NBIdzA 4GS FES OFfAOGNNNRA 1 AydSND

{ SOODAdzy St n
Validarea procesului

12.+F £ ARFNBIF S&0GS8 Sl GReSAYdRyySii NIBNN W @INNALINE O S & d:
R21T SA 6a2NbAGS F“zzNJ\GS LINR Rdza dzf dzA = @I Rl NJ
LINBT SydFdS YI A F“z GFfAlLG ny DKARdZ YSyoAiazyl i

13. + I f ARl NB I JS diASlI a2 T Syt @fNAzRINS yRIANHA N3 G | 6
F6&2NDAGS ny )\y 0SNR2NHzZE NBOALASYyGdzZ dzA LISy (N

O2y FA3dzNI oA S RSFAYAGNOD

14{ LISOATFTAOIFIOAIl dzydzA LINRPOS&a RS AN} RASNB (N

1) detalii cuprivire la ambalajul produsului;

HO Y2RSfdzZ O6Y2RStStS0U RS nyONNDINBE | LINER«
R

&b

GNBodzAS aN &S I 02NRS OnyR ny NBOALASyildAg RS
exista o subdozare a iradigri LINR Rdza St 2 NJ RSy asS &l dz 2 YI aoOl NB
RSyaSe® hNAOS &aO0KSYN RS RA&LIMzySNB | dzy dzA | YSa

o0 Y2RSftdzZ RS nyONNDI NBE |
traiectoNRA I LINAY OSft dzf N 6Y2Rdz O2y (Aydzdz0 T

no fAYAGSES YIEAYS 6A YA Y | f

po0 fAYAGSES YFEAYS 6A YA
NHzG Ay N &2 OAl ueaatésqmomuazbsomtw 2

c0O FfDoA LI NFYSGONR RS LINROS
expuneri etc.

/I NMYR ANIRASNBI SaidS FdzNYyATFGN LINRY O2y (NI (
ANJ RASNB (NI didzacést cantdactT I ON LI NI

AyOtfdd nyR NI

t dzy SNBI ny Fdzy OoAdzyS | Ayadlflc
15.DSY SN} f AGNDA @

MO t dzySNBF ny FdzyOoAdzyS SaidsS 2LISNIOAl RS :
ANF RASNBE 2LISNBFT N 02yaSoOgSyid mySIfl NY AiyS B2 yLIN
ALISOATAOIDAL LINRPOS&adz dzA @ Oy O2y i SEGdZ | O0Sai
YAYAYS RSadAYylFGS + FA F0d2NDAGS RS NBOALMASYy
G NRAFODAA ny 200N\ NBN  RRS1a GNEK O OWASS\Ys G dzf dzA 2 R21

operatorului.
HO tdzySNBIF ny FdzyOoidzyS GNBodzAS &N OdzLINR y F
a) proiectare;
b) diagrama dozelor;
Ov R20dzYSy Gl oAST
RO OSNRAYODS LISYiGNHz NBLIzy SNE ny Tdzy OoAdzySo
16.SurseR' S NJ R A tppoledtareD | Y |
MO 52T F0&2NBPAGN RS 2 FydzYAGN LI NGS | dzy«
ddzNESA RS NIRAFDAA RSLAYRS ny LNRYdZ NhyR RS
FO FOOGAGAGEFGSE O6A 3IS2YSGNRLF AdzNESAT



o0 RAalGl yoOlcipest; 1 adz2NEN I NB
OO0 Rdz2N} G RS ANFRASNB:I O2yGNREFGN RS ONG
transport;

RO O2YLR2T A0oAL o6A RSyaadlaSlI YIFGSNRIf dzf dzA X
a recipientului.
& thaiéchoria ReSipi#ntglet Prindd dzBEIHzNE N

HO 52T F G241t N I meater
NI RAFDAA O2yGAydz2N &ldz RS Y2RSftfdzZ RS nyONNDI !
expunere.

o0 Oy OlFTdzZ &dz2NESA RS NIRAIFIDAA O2yilAgudzS
Y2RSf RS nyONNDINB FTAESZ Odz 2 Lizi SOKSS ARS (FNE - SAAY
OFNB GNBodzAS O2yiNRfIG RS ONGNB 2LISNF G2NE Sz
timp.

17.{ dzNE I RS NXi&yramadbzelorD | Y |

MO OY LINBOSRdAzZNF RS nyd2O0YANB | RAIF3INI YSA

S RASNEB I NBE O2y0oAYy LINPRdzAS |
|

NEOALIASYGS R
dzy AT2N¥Y NP 52 0 dzA S lteYpedird ikadieteScarg y
ddzyi GNBOdziS LINAYy &adz2NBEIF RS NIRAIFIDAAZ nyoOzye
5 ON LINRPRdzadzf ydz SaidS Yol fl G dzdayT 2yNdrysN NR 2Y1 | AR
de recipiente.
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LISY G Ndz + F2NXYIF 2 INAREN RS mn OYO®

3) Rezultatele acestei procedurivor farh I R217 St S YAYAYS O6A YI EA

RS LJS &dzLIN} FI ol NBOALASY(dz dzA = LISy & NHz dzy & &
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N

ndo Oy Y2R AR
R21T St 2NJ RF G2 NR LINBOAT ASA €2NJ YA YIFENA® 521
&N aS YLXtrasSi S R2IAYSGUNBE RS NBFSNAYON ny ¢
YAYAYN o6A OSI YIHAYNS RPYy YRIFAXN@MNRT OBy TFA
ANIFRASNEBE® I f2NRAtS 20aSNBIFGS £S R21 SA @2NJ |
G NAFOAAES YNaAdzZNNG2NAE 2N NBLISGF GSo

PO 52T F YAYAYN 20aSNIDI G§NXZ | oy dzZAQdSZ Sy SYONSEdEZNY
I NFyaGr ON G248 NBOALASYquS LISY 4 Ndz A NJ RASN
RS Odzy2F 06 0SNBI @GFNAIFOATAGNDAA FESFOG2NAA | R2

cO tIFNFYSGNRA &dzN JéS)\ RS Q2RAGDYAA I NBDAA E2 |
G A Y LJdzt NYG20YANRA RAFANFYSA R21St2NX» OyNB3
NYNBIAZIGNNNR 200AydziS GNBodzAS aN FAS LINAGNI G

18.{ dzNBE I RS NI RAl DA Kkpradedtard | & OA OdzAf RS St SO0 NE

1)Dotr | 0&a2NDBAGN NBOSLIOAZ2Y I GN RS 2 FydzYAGN L

NhYR RS dzNJ{NGZNJ\)\ TléézNJ\Y
0 OFN)} OGSNRAGAOAETS FI aOAOdzZ dzf dZAY Sy SNHA |
uniformitatea baleajului;
b) viteza de tramport;
O0 O02YLRIAD
RO O2YLRIAD
produsului;
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2) ParametiOKSA S O2Yy i NBf I DA RENABLISANIAG 25N Fal dayQia C
transport.
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M0 OY LINEOSR
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5) al preentei anexe.
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2NA SEAAGN RdzoAA D
{ SOoDAdzySI ¢
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TAS SEOf dzAN®

{ SODAdzySI 1
Procesarea
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RS nyONNDINBE ALISOATAO 6aLISOAFTAOSO adlroAfAd
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Fdzy OoAdzyS | AyadltloASA®
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efeOlidzl GN ydzyYtrA OnyR &S Odzy2l6iGS RAY SELISNRY

SPGARSYyDS ON R2TI RS NIRAFDAS LINAYAGN RS NBOA
R R2T | S N Mp8 a

o O
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27./ ny I RS NIRAFDAS ySOSal ntdsSosesupSnerB | { N
daldz RS 2 (GUNBOSNBE LINRAY AyaildlflroAST (G4NBoO6dzA S 3
NYNBIAZGNINE | YSRAOFYSEZGdeOSIKA 26 RN A RS a8 A W I
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28. Produsele neiradiate trebuie separate tot timpul de produsele iradiate. Metodele
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LJdzO A Y R 2 dzN togtifpuFirad&rii.S E LJdza S
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no t SydNHz Y2 RdzNAR f
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1) Trebuie amplasat un dozimetru pe fiecare recipient.

HO ¢NBo6dzAS aN SEA&EGS nyNBIAAGNNNRA LISNXYI yS
St SOUNRYYRESNEALIOBt B &Rdzf dzA oA S GAGST SA RS
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Fdzy OoAdzy ST nydNHzOnidG StS adzydi LINBRA&LIWzAS I &

{ S (rieaAs
520dzYSy il oAl

31.b dzY NNHzf NBOALIASY UGSt 2N LINAYAGSSE ANYRALFGS
aN FAS ny O2yO2NRIYyOoN Odz R20dzYSydl oAl | a20Al

322h LISNI G 2 NHzf AyadldzA-DABN RSy AN SiyE &1 IBEF6 &

fiecare recipient iradiat dinto serie sau dinto livrare.
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SYYFGS RS 2 LISNER2I YN Lmﬁéjm;ﬂélqno}aféﬁﬁznwa“aémyltm
SOA&aS RS O2Ydzy I O2NR RS 2LISNI G2NY¥zZ Ayadlftlo
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35a2YAU2NART | NBI YAONROAZ2Et 23A0ON Sads NB & L
medicamentoase. Acestal2 I 1S Ay Of dzZRS Y2y A G 2NRT I NBI YSRA dz
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NYNBIA&GTNI NBo
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1.aSRAOIFIYSYGStS LISYyiNHz AygSaidAa3dalrorsS Ot Ayao
liniilor directoare detaliate de BPF pentru medigante din prezentul Ghid. De asemenea trebuie
fdzZa S ny O2yaARSNINB O6A FfGS DKARDzZNAk wS3dz |
SGilFLStS O02NBalLizyi NG2IF NB R RST @2t GFNB | YSF
pentru a face schimb NA LJS Y NadzZNN OS dzy 20 Ay oSt S RS&LIN
de dezvoltare a medicamentului.

2.0y &GdzZRAAES Ot AyAOS LRIFGS SEA&GE dzy NAR&O

o v

Odz LI OASYOAA (GNI Gl DA OBNIWSRMOHN¥SKEES n PRB ARA
FLONROFDALF YSRAOFYSyYyGSt 2N LszuNsz AYy@SadGAdl oA
ydz &dzy i SELIzOA NA&Odzf dzA oA ON NBT dzf GF GStS &
eficad G GSI  ySO2NBaLMzyT NG21I NB LJNEQSY)\US RAY 7
dzZNY NNBsGS aN a8 | aaA3dNBE ON SEA&EGN 0O2yasSog:
Ayo@SaidiAadaroArsS Ot AyAON F2f2aiild nya okASvo NONR faSh dR
RST @2t GNNAA dzydzA YSRAOIFYSyid LISyidNdz Ayg@Saii

O2NB & Llzy T Ni 2 N

3.CI ONAOFODAl YSRAOFIYSYGSt 2N LISYi(iNHz Ay@Sada
O2YLI NI oAS Odz YSRARE YISdAGISNDE WSzi RPINKR O NE S LINR v
proiectelor de studii clinice, a machetelor de ambalaje ulterioare, adesea necesitatea de
NI YR2YAT I NB 6A O2RAFAOINB LINRAY GLINROSRSdzZA 2
YSRAOI YS YRSzt d2X S &6IAS OF NBd al A Ydz G Odzy20iAyDO
YSRAOI YSyldzt dzA LR G FA AyO2YLX SGSz LRIFGS SEA
F2f{238A0S YSRAOFYSYy:dS Idzi2aNAT FGS RS Lidzif S NGB y [Jf
un anumit fel.
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5.9ai8S yé“é NN O22LISNI NBI Odi alZyElR2NIA ‘X
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u
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6./ 2YLX SEAGFGSI ONB&OdziN ny 2LISNIOoAAES RS
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7.t NBT Sy il ISESERS AlDIYYRY SIS nyRNHzZYNNRA  LINA

NBE G dzNY I NS LINPRdzASt 2NJ FdzNYy AT F S LISy i Ndz & dzR A
odzy N LIN} OGAON ny aidzRAdz Ofxw\() OA O2YLX SYSy

8.aSRAOIYSYyl y2yAy@SauAdtoAazyl f

MSRAOI YSY(iSs FEtdStS RSOndG YSRAOIFYSyiddzZ RS
ddz0 ASODAT 2NJ LI NOIAOALI YOA ny &adGddzRAdzd ! aGFSt
I 2dzi NG 21 NS LISy (0 NHz aézLszNJ\ LISEOSWa R drSER RSTRAY
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I O2NR Odz LINRG202f dzf = LszuNsz | )\yﬁed()é dzy’ NN
RSTAYADAl YSRA OIS UWAST 20 SLISOAANGE ON O A L2 G
AYy@SadAalra2N® {LR2yaz2NdzZz GNBSo6dzAS &N zllNJ-y(jSi:
I dzG 2 NART F NB LISY(dNHz STFSOGdzZl NBI &0 dzRA dzf dzA 0 A
studiuluboAyny R O2yid RS &adz2NBI YFGSNRFfSEt2NE FTAS
LIAFON OS8A ON Fdz F2a8d0 NBIFYOItLFGSd | AT dzf 06 A
NYRSLI AYANBIF | 0SadSa nyélézNJ\NJ\cb

9.!dz['12NJ\TI DAS RS ufd o NJ\OI DAS O0A NBO2yadGAl

MO !aGnd FlLONROFODAL 2ul-tN én(] OA OSI LI N
LINS OdzY 6A RAOGSNEBSES LJNEC)SaS RS RAQGATIFNBZ Yo
FIONAOFDAS ny O2\yLdg? NNk @is 17 QldzembrieIn @dguT priviref la
medicamente (Monitorul Oficial al Republicii Moldova, 1998, np5@ > | NIi docy 0 ® ¢

Fdzi 2 NRT FOAS ydz SaiGS ySOSal NN LISy (i Nite pkiBeSe2sy & (i A
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SFSOGdzSITN ny &aLmAdGrtsSz OSyi
FdzG2NRGEGS F2NXEEN aN STSOGdz
produsele medicamentoase experimentale sunt ddstinS S
N
I

NS '

STS +ad+sSt RS LN
EOf dza A @ LISy (i NHz
J

z, A > A

AyaadAhGdzomAAiAd Oy &a02LJzZ | 0Sad LINEGBSRSNR S NBO

2
0 RAT 2t O NS &l dz RAALISNEINB | YSRAOI YS
administrarea produsului la subiectstudiului,

00 al dz RAfdzZ NBI 6A YS&adiSOINBI YSRAOIYSyid
dz At AT FGS OF @GSKAOdz Odz a02LJdzt dziAf AT NNRAA &l

HO wSO2yailiAlddzANBI ydz NJSLJNJSTAW]N ' YSaGdSOIFN
4dzo Al I VOSA WHGE NPz I LINRRdzOS YSRAOFYSyldzZ LISy

o0 'Y YSRAOIFIYSy(d LISyiGNyz Ayg@dSaatgirarors OfAy
reconstituire.

no t NROSa dz RS NBO2yaiGdAldzANBE (GNBo6dzAS ST
adY AYyAaldNINBo | 0Sad LINROSa SadasS RSTFAYAL ny
LISY G4 NHz Ay@SadA3alroAS Ot AYyAON OA LINRG202f dzf &l

loc.

w

{ SODAdzySI H
b2oAdzyA 3ISYySNI

10. Mai jos sunt defin®@ y20AdzyAfS OS
Ay@dSaiaAa3dalroAasS Ot AyAON OFNB ydz
LINBT Syl ! ySEN®

1) Cod de randomizare (randomization cod®): f A & G N LINA Yy  @atawBntulS & (i &
RAGGNARAOdDZA G FASONNHzZA &dz0 ASOUG LINARY LINRPOS&adzZ RS

2/ 2YF yYRN ho 2ANRRSINWXOD A dzy S RS | LINROSal z Yol
RS dzyAGNDA RAY YSRAOIYSyiGdZ k YSRAOFIYSyGaStS LIS

3) Fabricant/ImportatorRS Y SRA Ol YSY (S LISy (iNX¥z Ay@SadGgAaatr
of Investigational Medicinal Product$):NA OS RSOAYNG2NJ £ | dzi 2 NRT | T
NB ¥ S NA NB Legivhr.1409dilIdim 17 déefbrie 1997cu privire la medicamente (Monitorul
Oficial al Republicii Moldova, 1998, nr-52, art.368).

4) Investigator (investigatonh LISNE 2+ YN NBalLRyal oAt N RS RS
dzy 20 RS &al0dzRAdzd 51 ON dlal Ideltl swzfiului SirvestiatotuR gstR dz
O2YRdAzON(G 2 NHzft SOKALISA OA LRIFIGS FA ydzYAld Ay@S

55aSRAOI YSy LJSYGNJﬂZ AYy@SaiaAadalryasS Of A FRON
FIENXYIOSdziAON | dzySA &adzmaidl yo&Xl dzO&@ 3 o0&l At dd U1
nydeyJ &G dzRAdz Of AYAOZ AyOfdzaA@d YSRAOIYSYyGaStS |
ddzyi dzGAE AT FGS aldz Fal Yol 45 GNF 2NN uI%SOar]Iudz
OnyR OINB adngi2 dAYRAONI G8S LIBFIddi 2 NAT | GNZ &l dz
ample asupra formei autorizate.

6)dt NPOSRSdz 2INRE OB R $ dzfy RIWINIHY YOI NB dzyl &l dz Yl
Ot AYAO ydz SaiS AYyTF2NNI G§NkMBZA adMX G AY S ¢ Nzt -dzS o F
2Nbé¢ O2yaiaN ny 3ISYSNIft ny VYSAYTF2NXYI-REPE adzs
YSAYF2NXYI NBF &ddz0ASO0AT2NE Ay@SadAalr G2NAf 2NE
despre medicamentul care $eRYA YA 4G NBI 1T No

oy f SANGAzZNN Odz dzy YSRAOI YSY(d LISYGNlz Ay@S3
NEIFI RStAOSNIGN | ARSYUGAGNDAA YSRAOI Y€
2RATAOFNB a8 iimedica®éntelarSodifcsté. 9Nt dzA NS AR
7YaSRAO!I Ysyu RS NBTSNAYY NY SRORTLY SR A WAXSHF R

ONZ OF YSRAOIFIYSy{d O2YLI NI} G2N) aldz RS2l |
023 T2f 2anfsiidiu@nicNEFSNAYON nyidN

f S
S NBFSNN fI
d

a
adzyd RSTAYAUS

a
a
N


file:///C:/Users/Liviu/Local%20Settings/Temporary%20Internet%20Files/Content.IE5/LDZGCYYP/TEXT=LPLP199712171409

8) Randomizare (randomisatior): N2 OS & dzf RS NBLI NLATFNB | &
LISY G NHz GNI GFYSyid &aldz LISYiGNHz O2yiNRE X LINRAY
LR2AAOAEAGEGSE RS Ay Tt Sy SINRS NS NS TadzSavt S tORNND

N{LISOAFAOFIYAAES YSRAOIYSyYy({dse daz ad INBIRPRIIZONE T
O2y0oAyS aldz 4S NBFSNN I R2&4FNB8 OFNBE 0O2yo0,;
AyaidNUzOoAdzyA aONAR&AS RSHNBIEF §&A LINA Wik NIRf dzINP OISE
0N} yaLR2 NI dz dzydzhi YSRAOFYSyYy(d LISYGNdz Ay@Sadaal

10)Sponsor (sponsofr  LISNE 2 yNX O2YLI yASS AyailidAiddzomAs
AYADASNEBLIZ YIyIlI3SYSyGdzZlnie.Ak &l dz FAYlIyol NBI d

11) Studiu clinic (clinical trialt NA OS Ay @SaidA3aFroAS SFSOGdz GN
RS&O0O2LISNR aldz I O2yFTANXYI STFSOGSt S ()t)\yxééz
dzy dzA al dz YIF A Ydzf G2 NJ YSF?@fO)lW ON So ALKy a Nz I&J$¢G
NEI OobAS T ROSNBEN I dzydzZ &t A YdzZ §S YSRAC
d0dzZRAL 1 0&2NDPOALE RAAUNROG s
LISY i NHz Ay dS@dza 80 MI&E OS &l NJ\

12) Transport (shipping):h LIS NI D A | RS |
medicamentelor comandate pentru studii clinice.

YSGI 02t A&Ydz
aA3dz2NI yoSA 0OA
€ F NS LISy (i NYz

{ SODAdzySI o

alylF3SYSyildzZ OFfAGNDARA
11.{AaGSYdzf RS RAXIdZNRPNIS O | QIZf A AR OF G O6A O
GNB0odzA S RSAONAE ny LINPOSRAzZNA &aONARAS RAALRY
RANBOG2FINBE . tC |LXAOFO6AES YSRAOIYSyuGuSt 2N LISy
12.{ LISOA FA OO IoASAVE (iSdzf YABARAO A Ay a i NHzOoAdzyAtS RS
RST @2t GNNAAZ RINJ O2yGNRfdzAg O2YLIX SG 6A GNI alo

{ SODAdzySI n
Personal
13.¢ 24 LISNA 2 y It dzt AYLX AOL ny I-I-CD"J)\)\Q@A@HN?\O;/M aNd

TAS AyaldNHzZA G O2NBaLlzyl NG2N) Odz LINA GANB fI OSN

/| KAF NI 6A ny OFIT dz2NRES ny OFNB ydzY NNXz S L
fiecare serie, persoane diferite respdn® A £ S LISy & NHz LINR RdzOoAS O6A 02

14.t SNE2FYylF OFtAFAOFGN (GNBodzA'S aN asS | aaddz
OSNAYyODStS o0dzySA LN OGAOA RS FFIONAOFDAS OAZ
dezvoltarea farmacedt ON 0 A LINP OSa St S alGdzRAAT 2NJ Of AyAOS«
f SANGAZNN Odz OSNIAFAOFINBI &ASNAAEf2NI RS YSRAOL

punctele 35¢ 38.

{ SODAdzySI p
[ 20 € dZNA 6 A SOKA LI YSYu
15. Toxicitatea, activitsf I 0 A L2 0 SY OA | f dz aSyaroAt Al yl‘j

YSRAOIYSydSt 2N LISYiNHz AygSaiAa3loas OfAyA() o
G2FGS NR&AOdzZNRAE S RS O2yidl YAY Il NB ny ONXeddet ddi N &
GSNRAFTAOINBk(GSallINSE 0A fAYAGSES RS FOOSLIFoAft
Y I G dzNJ IOSauzNJ NA & OdzNR & /nyF'a S&aGS OF 1T dzf £ G N
¢NBodzAS aN &s oxywsa?slovlvssr 8 @zk Bz0 R/ A G ldit B |
a2t gSyildz dzAi RS OdzZNNoODI NB @

{ SOoAdzySI ¢
52 0dzYSy Gl oAS
16.{ LISOATAOIODAA OA AyaidNHzOODA dzy A



MU {LISOATAOIDAAES O6LISY({dNHz YI G§SNRA LINR Y S
AYGSNYSRAINBZ 81 ® BRE FRYWRSOATA SF 28N dzh y & (G NHzO
GNBodzA S aN FAS Ond a8 LRIFGS RS OdzLINAYIT NG 2 N
GNBodzAS aN FAS NBSQGlIftdzZa 4GS LISNA2RAO ny (A YL:
y2dz2N OSNEAdzyS GNBodzaAS aN oAyN O2yid RS dzZf GAY
NEIt SYSYGNNRE 2N 6A RS OStS LINBONI dziS ny Tl
R2O0dzYSylddz FYGSNA2NXP hNAOS aQ0KABO NONE 20 NBNGRIOAS
OFNB GNBodzAS aN &S DAYN O2yd RS 2NAOS AYLX AC
a0l 0Af AGNDAA OA O0A2SOKAGlIfSYyoSAo®

HO az2iGA@StS éOK)\Y(‘JNNJ\szJ (NBOodzAS nyNBIAAL
meRA OF YSy Gidzt dzA 6A | &dzZLINI &GdzRAAE 2NI Of AYAOS

DKARAZINA LINKAJAYR &OKAYO NNJ\f S OFNBF ySOSaAGN d
l 3SyoAS &4S 3INasSad ny 3IFKARdzZ /| ate Clebidak BiEf Ay
Pharmaceutical Quality Documentation concerning Investigational Medicinal Products in Clinical
CNAI faéod

17./ 2Yl Y RN

/I 2YFYRIE LRIFIGS a2t AOAGF LINRPOSA&lF NBIF O0Akal dz
0 NJ y aLJ2 NI dz I-C)éfﬁl @NE OOV G dzR2dzXi SRFAORE NBl a4 L2y a2
aN FTAS AONR&aN O0RSOA LRIFIGS FTA GNryavYaaN oA LI
2NROS | YOATdAGEFGSDP ¢NBodzAS aN FAS | dzie NRI
YSRAOI YSyGdzt dzZA A € LINR(G202fdzZA NBtSGOFyd | f

18.{ LISOATAOIDAAES YSRAOI YSydzZ dzA

MO {LISOAFAOIDAAES YSRAOFYSyGdzZ dzAk 6 RS @ONT
IOl‘]dzI-f)\TI-uS LISNXYIFySyidz LIS YNadz2NNiaSGS NRSIF @af
GNF akFoAtAGHEGSE O2NBallzyl NG2FNB 1 GSNBAdzyyAf
NSTSNJ\NS f I dzZNYNG2FNBES R20dzyYSyaSy

0 LISOAFAOIDAA OA YSU2RS FyFrtftAGAOS LISy

(0}
AyGSNNSRMt,Nz ONI O OA
R

00 YSU2RS RS FFLoNAROFDAST

Ov GSAadGlINB ny LINRPOSa O0A YSi2RST

d) copie a etichetei aprobate;

SO LINRPG2021tStS 06A O2RdzNAES RS NIYR2YAT I NJ

FO FO2NRdA2NA (GSKYyAOS NBtSOIFyidS Odz Fdz2NYyAT 2 NJF

g) dateé de stabilitate;

KO O2YRADAA RS RSLRTAGINB O6A (GNIyaLRZNIoO®

HO [Aadlr RS YIFIA adza ydz SatS SEOf dzaiA ON &l dz
RS SGFLI RS RST @2t GFNBd® LYF2NNIDAALS §(NBOdzA
pentrucedl A FAOF NBIF 0A StAO0SNINBI dzy SA | ydzyAdS asH
aN FAS | O0OSaAroAfN FFO0OSadGdSAlI® /' nyR RAFSNRGS S
responsabilitatea a diferite persoane calificate, este adceptA f &N a8 LIN&a i NBT ¢
EAYAGLGS tF AYF2N¥YIDAAELS Odz NBt S@I yoN LISy d N3:

19.C2NXdzZf I RS FIFONAROFIODAS OA AY NHzOOD A dzy A t S

ad
MO tSYGddNHz FASOINB 2LISNIOAS ﬁeé T RID Ok drk 5
o A

NYNBIAZGIGNNNR &ZONRA&ASE Of I NB FRSOGI G4S® ! {dzy
SYAGSNBI F2N¥Ndz SA a[jl-yF'el-Nﬁ O A |- AYéGNJJIZOD)\dzy
ALISOALf LISy Nz LINBAQdzZX g@uswslmﬁmjzmmngwym\ ST
RdzLIN | O2NRIFNBIF / SNIAFAOI Gdzf dzZA RS ny NBIA &G NI N

HO LYF2NXIODAAES RAY &LISOAFAOIDAAES YSRAO!I
AYyaidNUHzOoAdzyA &AONRAS RSO AGZSI NBNNMDA yRI f LANEND
RSLIR2TAGEFNB 6A NI y & L2 NI dzt @

20.Ly & NdzOoAdzyA RS Yol f I NB



aSRAOIYSydStS LISyiNdHz Ay@SaiA3loAS -udfmady/ A ON
AYRAGARdIzZE £ LISY(iNHz FASOINB adzoA SO0 NBy QENIES | i R
FYolFfl GS GNBodAS aLISOATFAOLIG nylAydiS RS nyo
ySOSal NB LszuNsz STFSOGdzZ NBI O2y i NRf dzf dzA  OF £ A
&S FI ON dzy ydzYNNJ & diB3OhSHz(F RES NEDR F QNI A GNA n y
2 00AY dzi Ol)fu)\quSI O2NBOUN RAYy FASOINB LINERA

2L.LOYNBIAAGNNNARES LINPOSANNRAZ GSAGNNRA OA |

M0 oyNJéa)\éijNNNJ\té ASNASA (NBodzA S RINRA & NKSHBE
&N FAS RSGSNXAYLGN Odz SEFOGAGHGES® 1 08aisS ny
OF N’ 2dzaiAFAON LJNJ}()SF“M NAES F2t{2aA0S O0A 2NROS
I YSRAOIYSy(dzZ dzi $ AR S NF IRoSSNAGRH TiASS @@ LIS NI DA A €

HO OYNBIAAGNNNRES RS FLIONROFIODAS £S &aSNRS,

dldz nYGNBNHZISNBI 2FAOALFE N | dzf GAYdzZ dzA & { dzRA

o

{
C

=

OQoAdzySlE T
o0NR Ol DAl

22.Materiale de ambalare

{LISOATAOIDAAES OA OSNAFTAONNRES RS O2y(NRf
RSO2RATAOINBI ySAyiGSyoAz2ylaGdNzZ RFG2NAGN
ambalare.

23.h LISN} oOAA RS FFoNROIDAS

)0y GAYLIMzZ RST @2t NNRAASZ (GNBodzAS ARSYGATAO
F2€t2aA0S ny LINR Ydz hyR LISy G NHz | O2y dNBt I LM
ny LINROS&a LG FA RS QR)\Q/SlSEO_aSJNMEMmlN FRAGYS N

|

;U(

AYOALASYGN® (S C)SNS 2 0 Sy D AcBeie RebUAH GrmdlAN R
AyaidNdzOoAdzyAt S ySOSalNB o6A +F €S FRFLIGFE LISNY
ARSY G ATA O DM Lomsocuz;\yau\m“ FAS 2dzAGATFTAOFOAT A LIS
respectlv

St 2NJ LISYGN¥z Ay@Sa
RS S@EA;RRNN&M@()
ALI YSY(uStSo t Sy
- I OStIoA &ldl yR|
j |

HO Oy OFTdz YSRAOIYSy
gL tAR | fFr oA 3INI

N

Z O( O(
- Y
o
N
zZ
» S
(0p)
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H o, O
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- R

a0 SNt 5
LAl ON® Oy Y
2NAIAYS 0A2
IKARdAzZNAE S R
biotehnologie.
ouv il'

I OS

aid R2YSyAdzz LIS

RFENBI LINRPOS&ASt2NI aSLIHAOS LINBTAYGN
' T dzZNRA X Yy dzY NNHzE dzy AGNODAf 2 NJ dzY LI dz
yuj Odz aAYdz I NBI LN Q8H dzf ded Y F RIBONR SS &
d SRAdz LISYGNHz | FdzNYyATF 2 YIA YIF N
zy i RS&aSI 2LISNIODAA YIlydz S al dz
R

&‘ QX

n
| 2y as
dzY LJt dz
JAf
S NA { S OKSyr 0 AGSNBEOLIZANGA (I NO 2ANYRA- (INZAZNR A
S LJi é I FASONNYzA 2 LISNI 2 NI

24t NAYOALIAA LI AOIFIOAES YSRAOIFYSyGdz dzA R

MO 51 ON dzy YSRAOIYSy(d SaitS Y2RATFTAOINGZ I G
dizolvare compara NX O0A2RA&ALIZYAOAfAGI 0SS0 LISYdNdz | RS
semnificativ caracteristicile de calitate originale ale medicamentului.

HO 51 GF RS SELANINB RSOfFNIGN LISYyidNHz YSRA
L2 GS aN Ay oRA N IYISRA OF YSy (i dzf dzA T -urOrgcipiBnt difeéditS a G |
OFNB LRIGS aN ydz 2FSNBE LINRBGSODAS SéK)\fZlfSy(JN

~ -

RS yIFddza2NIF YSRAOIYSyddz dzAi > RS Ol deldépazitaneNaicara O A |

y ;
2yasSo
zZY LI dzi
aA3IAt N
ad f A
I aSLIGAO

S N
RI G



I NIAO2tdzA LRFGS FA &dzllddzaz 2 RFEGN fAYAuN RS
ydzYStS I OS&aGdzAlF @ h | aG7FSt RS \Rl'le NSo6dzA S aN
expirare a ambalajului origil £ ® ¢ NBS6dzAS aN SEA&GS 02 YLI GAOA

studiului clinic.

25.h LISNJ DA A S O2RATFTAOI NB

I'nyR YSRAOIYSYy:GStS adzyd O2RAFAONGSET (NBOd
YSYDAYSNBI O2RAFAONNMOLT NBF NB2 HBIOGLES NI A (NS RA €
(procedeul orb = Ony R S&aiS ySOS&INE AyOftdzaZ nyR ydzySN
2 LISNI DAl RS O2RAFAOINB® ¢NBodzAS aN FAS L
YSRAOIFIYSyldzZ dzA 2 ny Ol RS dzNAESyoN

26.Codul de randomizare

t NPOSRAzZNAE S (NBodzAS &N
2 NA ONNHzA O2R RS NIYR2YAT
OA I YSOFYyA&aYSt 2NERSBNRSOER R

27.Ambalare

MO Oy A Y Lldz Yol €t NNAA YSRA
YIyALdzE F NBF YA Ydz 62N YSR
amestecare a medicamentilu G NBodzA S &N
O2NB&alLlzyT Ni2FNB oO8Akaldz RS
personalului.

HO ! Yol flNBSF 6A SGAOKSGOI
comf SEN 8A YI A SELXMzAN AL
YSRAOIFIYSYGStES Fdzi2aNART I GS
Odz |ALISOG &aAYAflFNP» t NBOI
St A0SNI NBIF tAYyASAE O2ydN
fie, prin urmare, intensificate.

o0 ! Yol flNBFK GNBodzAS aN |dA3dzNE ON YSRAO
O2YRAONA GaArYIBzA nGNI YyALIR NI dzf dzZA ©6A RSLI2T AGNNXA
al dz GA2¢ 1 NB | &A3IAf AdzZ dzA | Yol £ 2dzf dzA SEG SNA 2

28. Etichetare

AG LISy i NHz |
BB pa ¢ NBEXzA O2 N
Y

Bl YSRAOFYSy(St?2
SNENR O0OFNB a&adzyiz:
S Llzy SN® LIS LAlDONZ
Z0A At S cdiierdaeicheteld S
dZft ny LINROSa S¥SO

MO ¢l o0Sfdd wmmodm 0@ST A ysmayumym:mmm&m;tmw
dZNYSHT N® 9GAOKSGFNBF G(NBodAS aN TAS STSOGd
GNF alFoAftAGIEOSIE O0AX RS |-éévsy3|-z aN 2FSNB LRa
contribuie lal RYAY A& 0N NBI  O2NBOGN | LINPRdzadzf dzA Y
AYF2NXYIODAA OGUNBodzAS aN FAS AyOfdzaS LIS SGAOKSH
ex. prin folosirea sistemului electronic centrallzat de randomizare:

a) numé S | RNBal O0A ydzYNNHzZ RS GStST2y I f
2YGNI OG &l dz Ff Ay@SAGAIF G2NYz dzZA O LISNE2F Y I
S“Aél-véyﬂdztz d0dzRAdzf Of AYAO O0A RSO2RATFTAOI NB

00 F2NXI T NXKIZODOdzE SON REB21IFIRYAYA&AZGNI NExX Ol y
0dzRAdzf dzA RSAOKAAZI ydzYSt SKkARSYGAGEFGSE YSRAO!

O0 ASNAI OAk &l dz O2Rdzf ydzYSNRAO LISYGNXz | AF

d) un cod de reféc Yy ON | f d0dzZRAdzfE dzA = OF NB &N LISNJ
AYy@SaiGAIlr G2NYzf dzZA 0A allRyaz2NdzZ dzi s RIFON ydz Sai

S0 yYydzYNNHzZZ RS ARSYGATFTAOINB I+t &dzASOudz dz
NEt SOl yisS ydzyYNNHzZ @GATAGSAT

)y dzySt S Ay@SadAal G2 NHzZ dzA @RI ON ydz | F2ad A

30 AyaidNHzOOAdzyA RS F2ft2aANB 060aS LRFGS FI O
RS&aGAYI G0 adzoASOGdzf dzA & dzRAdzf dzA &l dz LISNE 2 Yy SA

KO aydzY TR IRAVK NBHzny &addzZRAdz Of AyAO¢ &l dz 2 ¥

A0 O2yRADAAES RS RSLERTAGINBT

O
v



20 LISNR2FRIF RS F¥2f2aANB OoRIFGF fAYAGN RS ¥
OFT 0 ny F2N¥dzyi Y2 Nl Y5 630y N N2NAOS | YoAIdzA {
10 a6 fyNzaAER tF nyRSYnyl @2LJA)\f2N'Z Odz SEOSL

as ?2f2a7\ ny aGdzZRAA ny OFNB ydz Sai I

HO ! RNBal OA VYydzYNNYzZ RS G§StST2y |tS LISNaA?2I
medlcamen'fldzfz d0dzRAdzE OfAYyAO O6A RSO | I
subiectuluiid R 0 dzy LJNEéLJé()" al dz 2 |
LINAGNBT S Odz aAyS (G20 GAYLMdzZ @

o0 5SGFfAAES ﬁim.}g@ldz{\féx\éd\l)\fls_\]l’a'\l}\mmi\w-fNKZT)\()AI
LISY G NHz Ay@dSaiatdAa3alroArsS OftAYyAON @I FA F2ft2ardo
FYOLF fF2dzZ LINAYFNI A LIS FYolfl 2dAd &aSOdzyrReéldd o0
ddzo LJdzy OGSt S no O6A poO0O®d® / SNAYDSES LINAGAYR O
FYortladz® &SOdzyRINJ &dzyd NBIT dzYF GS ny ¢ oS¢t dz

no /' nyR YSRAOIFIYSyldzZ @I FA TFdzNYSRTHRY A0S

YSRAOIFIDAIlIES Odz dzy IYolfl2a LINAYFNI 6A Odz Yol
NYLINBdzy N Al NJ FYoltladzZd SEGSNA2NI I NB RSO A
GNBodzA S aN FAS Ay Of dzad (sduPe dfide AiSpkz8ivi dozatbr Sigilat fcare2 dz
O2YODAYS LYol ftl 2dzZ LINARYI NDY

0 ydzYStS aLRyaz2Ndz dzAix f 2NAFYAT FoASA RS

00 F2NXNI FINXYIFOSdziAON R21TFGNE OFfSI RS |
s« ARS 2N} fSuvx OFyGAGFEOSE RS dzyAGNoOA R21TI1GS
YSRA OI Yéyddzf dzA oA O2y OSY(diNIOALkFOGAGAGEGSIT

OO0 &SNAI OAkal dz O2RdzZf ydzYSNAO LISY({iNdHz I AR

V)
RO _dzy O2R RS NBFSKK WBN aNf LBHNNRIN ARSYG.
AYyO@SaGAIlr G2NYzf dzZA O0A allyaz2NdzZ dzi s RIFEON ydz Sai
SO ydzYNNMz RS ARSYUGAFAOINB I f &adzoASOUdz dz
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Anexa 3
la anexa 11 la Ghidul privind buna
LIN} OGAON RS Tl oNAXOKD
(GMP) de uz uman

[ANTETUL FABRICANTULUI]
| 2y OAYdziidztA / SNIATFAON Gdzf dzd  { SNA

[ OFNB &S FIF0OS NBFSNANB ny LIOGodnn RAY LINEF
(1) Numele prodé dzf dzA O LINP RdzA St 2NUbk ARSYGATAOI NBI
ny R2al Nz &addzRAdz dzA Of AYyAOX dzyRS SaisS O T d
OHO bdzYNNHzZ O0ydzYSNBEf SO 9dzRNI/ ¢ O A ydzY NNz

cazul
6o0 [/ 2yOSY(iNIOASD

Identitatea (numelé o6 A OF YOGAGEFGSEF LIS dzyAdGFGS R2T I G
G2FcGS YSRAOFNYSyGStS RS Ayg@gSadaAaaryiasS Of AyAON
ydz iNBodzAi S AN RSO2RATAOS addzRAdzZA o

i

6no C2NXI R2TFGN O0F2NXI FINXYEIFOSdzi A ONO @

Op0 aNMNIYSWH 2dzf dzA 6 O2y OAydzidzZ NBOALA Sy (dzA dz

6c0O bdzYNNXzt A&ASNRARSAkE 20 dzf dzA @

(7) Data de expirare/retestare/utilizare.

Oy0 bdzyStS O6A I RNBAl FlFoNROFyGdzZ dzAi OF NB R

Oy ! Azi 2 RBST FOONROI DAS LISYyiGNHz £t 20dzf YSYODA2)

(10) Comentarii/remarci.

OMMO hNROS AYTF2NNIDAA &adzLX AYSyidl NB 2y a

(12) Concluzia certificatului.

MO0 G/ SNIATFAO ON | OSI aiNNAYONK S  SaSESIZE hy W S
I dzG 2 NAT I NBF RS&EFNOAZNNNAA aiddzRAAT 2N Ot AyAOS |

OMnNO bdzYStS LISNE2FIYSA OFftAFAOLIGS OF NB éAY

OMp 0O { SYYNIG dzNI o

;U<

Y



6McUO 5FGF ASYYNNRAO®

*b2GN SELX AOFGAODNY

aSRAOFNYSY(iStS OREYADKS &ilA ABaHK SEAI daikih i A0 1A /S
wSLlz f AOF az2f R28F LINyN I FAYFEATFINBEF OSft 2NJ
LINBT SyGdSA ' ySES I DKAR® t NAYF SdlI LN SaNi S O
fabricantului sau importatorului referitoare la conformitatea cu Regulamentul privind autorizarea
RSAFNOAZINNNAA &a0GdzRAAE 2N Ot AYyAOS |t YSRAOIYSy
Ot AYAONO® tSyl‘jNJ:Iz I dzd dzNJ Y)\S\memoafyurw‘zwsmﬁo AN
O2yoAydzidzZZ I OS&d2NJ OSNJJAT)\OI S (GNBodzAS aN ¥
F2NXNIG LREFGS FA dziAfATFG oA LISYyGdaNHz OSNIATFAOI
ale fabricantulusau importatorului.
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Anexa 12
la anexa 11 la Ghidul privind buna
LN} OGAON RS Tl oNAXROFD
(GMP) de uz uman
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{ SODAdzySI ™
Principiu

1. Pentru medicamentele biologicR SNA @+ S RAY &any3S &l dz LX I
includ materialeled dzZNE NX Odzy FNJ FA OSfdzA S &l dz Ff dZARSZ
RSNAGIFGS RAY any3aS albdz LXFaYN dzYlyS |dz | ydzy
0A2f 2 Inat@iBluluid dZNEN® 58 SESaydzEN V2 lTENR F A dzxO2 y i
SGA2t23A0A A dzy2N) 62fA3 YIFA |fSa @A NHza dzZNRA @
controlul materialelord dzZNE N O A LIS 2NAIAYSI { ANDI ©ONS defAd
AyOftdzinyR nyYyRSLINNIFNBF 6A Ayl OdGA@I NBI @A NYzad
2/ FLAG2t8tS 3aASYySNI €S SELWzaS ny t|NJJS| L |
y3S &aldz LX I AYN dzYFySs RION ydz aS adl o8 Soi
SYLJX dz OStS NBFSNAG2I NB 1| TI-ONJ\()I-DAI- YSRA
ONAOFODAI YSRAOFIYSYUuSt2NE FIFIONAROFIODAI YSRAOL
3.552F NBOS OFftAGFGSF LINE Rdza difSdzAS (0 ALYSIH S LRSH
AyOftdzinyR NBO2f (GFNSIF any3aStdzAi aldz LI FAYSAZX
LINSOSRSNRARE 2N { AaGSYdzt dzZi RS !'/ OA .tCo

4.{S AYLlzyS fdz- NBIFI RS YNadz2NAR LISy idaNHz LINBGSYyY
aplicalS OSNAYODSES CIN¥YIFO2LISSA 9dzNRLISYS &l dz faGS
N
A

an
SE
Tl

YNPMMO RAY MTOaAH®HAMM &/ dz LINAGANBE fF | LINRBOI
O ALedii nr.241 din 20 noiemieri2008LINA A Y R R2y Il NBI RS any3asS o
tF FNIOODAZ2YyINBF LXFaYSA 8A tF YSRAOFYSyGSts
5t NBT Syidl | ySEN (NBo6dzAS &N FAS OAGAGNEZ RS
de Comietul pentru Medicamente Brevetate (Committee for Proprietary Medicinal Prodgcts
/tat 0o YIFIA F£fSa GDKAR LINAGAYR YSRAOIYSyGaSt S
G{ G§dzZRAA RS @It ARIFINBE GANItNY LINPABIOGARENE 102¥

A

OA I nNYRSLINNINNAA QGANHzAdZNRAE 2NE S LIzt AOFGS
YSRAOIYSYGStS ny [ 2YdzyAlGl S QadaNRuttiBildgsarélui de A 6
a2t AOAGNNR LISy i NUzS I dzk20amiiiNgS Hdzf R & | & NS B 2 NI L
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RSNAGFGSt 2N RAY any3dSé¢ OLLLKpPHTHKGnOU® ! OS&!
LINBT SyiGdzZ DKAR (NBodzAS &N &S FI ON NBFSNANB ¢
6.! OSI &GN | ySEN ydzf I SORNYNIN nABLIZAZISVE AT I (S
¢20dz0A X YdzZ GS RAYy [ 0SaiS LINSOSRSNR adzyi LJE 7

pot cere conformitatea cu acestea.

{ SOOAdzySI H
b20DAdzyA aéyéNJté
7.at A 228 adzyd RSk yadaySi yY2oyAwryZAYE IS O YNBD K/A
dzi At AT +FGS ny LINBIT Syidl ySEN®
1){ny3s ém/zlSF“zouvzulf 02t SOGFG RS fI dzy aa
GNl yaFdd AST FAS LISYGiNHz FFIoNAROFODAS dzf G SNA 2 NN
2)/ 2YLRYSYydS RAYy &nyDEYbRYySIFRSORVER igy@asod
OKSYFOGAAT OSftdzZ S FftoST LIXIFAaAYNXT LXIFOKSGSo OI N
F2f{234AYR YSG2R2t23AF O2y@SyoAaz2ylitN | oNyOAA
3)t NP RdzaS YSRAOFYSyGz2t aSYr\RSd\M\saft-)\ﬁc“ﬁ)\ yRATY  LaNjRyRad
blood or plasma)}lJNP Rdza S YSRA Ol YSy G 2| olFrTI4dsS LS O2y
fabrici publice sau private.

gx

{ SODAdzySI o
alylF3SYSyildzZ OFfAGNDARA
8.1 &A 3dzNJ NB I C)lf)\GNom\ 0 ¢t camuSla gradustl i, diSIAS
SOGFNB oAyOfddnyR aStSOGFNBE R2yl (2-Niet 2 ND
GSadalr NBo LIy fl RSLER2TAGINBI GNIyaLR2NIz
I ( Sformivate Guaaktele la cares ¥ N O dzil NJSTSNJ\ NB ny t N y OA L.
9. {ny3St S al dz LX FayYl -2 diNER & LB G Nz TV 60NGAN
YSRAOFYSyid2FaS (GNBodzAS 02t SOGl S S
ddzLJdza S Ay alLISOoASA OA FLINBoOLFGS ﬁé
a

O( QX

t

(e y O(
N ()N
w vy

A

10.t N2 OSRdAzZNAE S LINRY OF NB &S
utilizate ca materiab dZNAN ny FlF oNAROI DALl L
R2ZYNNRA (GNBoO0odzAS aN FTAS R20dzySyi
fabricantului de produse medicamentoase.

11. a2y AG2NAT I NBI OFf AGNDAA LINRPRdza St 2NJ YSRJ
dzY y ST (NS0 da2S/ R NF AnS/ Onalid TasNE L2 6N FA RSSO
calitate.

12t N2PRdzaSf S YSR
YySTF21{2aA0Ss ny Y2

YSyi2hasS RSNAGIGS RAYy an
aAf

Ol
Y2NXI £ 3 ydz G NB.05dzklic GhS dzi

A
R
OoAdzySI n
dzZNA O0A SOKALI YSyYyidS
S LISYydaNdHz 02t SO0OF NBI &
N2

S

[ f

13.] 20 f dzNR £ S dzi A
S B I R)\Ysya)\dzy)\fz

i N

RAY LlzyOid RS @GSRSN N O2ya
O2NBONIN NBBdz 60A nYydNBODAYSNBF® /2fSOGFNBIF I LIN
aN a8 FFION ny | 0S8SSIoA T2yNed ¢NBodzAS &aN SEAaA
FadFSt nyOnid I 0SaitsS AYyGSNBAdZNRA &N 4SS RS&FTNOG2

14. 9 OKA LI YSyiGdz RS FFIoNAROIDASET O2f SOGFNB o
NYUNBOAYdzi LISYiGNHz I O2NBaLIzyRS &a02LJdzf dzA 6 A
LISNRA2RAON 8A OFfAO6NI NBI { NB Garbrs pracBdurdobstabiliel f Al

15.0y Tl OoONAROI NBI LINPRdzaSt 2NJ YSRAOIFIYSyG2lIas
AYEFEOGAGENB aldz nyYRSLINNIFNB | OANHzAdzNAE 2NJ O A



n O«

WORMD KNG GiN GISZLIRBRGSt S ySGENI G
RAOIFIGS 0A RA&AGAY OGS LISyl Nz LINE

OA I LXILay
AlLG dzy O2y (NI OG0 adl ywasdlR n

| 2f
16.¢ NBodzA S nyOK
any3asS aldz LXI&AYN oO06A OSYGaNBtS

RSNAGIFGS RAY
responsabile de colectare.

17C)\SO| NE R2yFGi2N) GNB6dzAS &N FAS ARSYGATA
Sy 2 LJdzy O GdzNNT RS LéBd ndA4T dinRS noierib8eY26068nd Honarea de
any3dS O8A GNYya¥dz Al aIyEIdz)\chb

18.aSG 2RI T2t 2&8AGN LISYy({iNdz RSTAYyTFTFSOGENBI LI
R2OSRAGN I FA ST)\mxsdzuNtcb)\aBﬂ&ﬁzusumsys&ycsmLJ

19.¢ NBodzZA S GSNAFAOFGS AYRSLISYRSyld SGAOKSUHSH
ON OStS RS LIS Lldzy3AtS RS &ny3ISs RS LIS SLINHz:GS

20,0y FAYy(0S RS | TFSOUH2NRla ARS aiSywaAiNDza 0k £ LI | &
araisSyStS RS FFSNBI N GNBodAS AyalLlSoidlridsS ny
GSRSNBF FaA3IdzZNNNRA (N} alFroAfAGNDAAY GNBoOodzA S
YdzY NSz SRR S 1 f aAadiSYSt2NI RS I FSNBI No

{ SOoAdzySI ¢
CNI alFoAftAGFEGS O0A YNadz2NA OF NB G NBO6 dzi

21.wSAaLISOldnyR ny G20FtAGFGS O2yFARSYOALTAGL
GNJF akF oAt AGEGSE  FASONNBUNPRRAyANIKR ZF AFYUANGGE RO Gf |16 |
R2YyFG2NE AyOfddnyR o06SYSTFAOALF NHzZA o6&LAGIE &l dz
ARSYUAFAONNRA OSftdzA OFNB F LINAYAG LINRRdzadz N

22.a NadzZNRA OIFNIRE GISNBRoddraNs O2f SOG I NBY (GNBo6dzA S v
2LISNI NB OFNB a4N RSAONAS a)\é 1SYdzZt RS Ay T2NYI
L FAaYSA OA dzyAGNODAES RS FIFIONAROIDASKk FHNIXO®K DY
RdzLIN R2y Il NBY

MO &S O2yadldN ON R2YylFG2NHzA ydz nyYRSLIE AYSE

HO 2 R2YIFNB dzZf 6SNA2F NN RS fF dzy R2yl 2NE
INAGAGN LRTAGAGN LISYGNHz 2NAOFNBE RAYGNBS YIFNJSN

o0 as8S Od$galNNURNTt ONLISY NIz ¥FNKRHA N2 FF BRINNA LINE(

no &asS O2yaidldN ON R2yF{d2NMHzZ | O2yial OGlF G
L2 GSYODALFE OGNIYAYAAAOAT LINAY LINPRdzAS R&H& g
LINE @2 ON KASrahBiinors/f E yfAdy% ™M OA H OA FfoA | 3ISYDA

po a8 O2yaidliN ON ﬁezyl-ﬁzNszf-Jacé)tS(CJﬁ)\fammle)Nééét

cO as “zyaﬂluN ON LINR YA ( 2 Nz nngSVdIz@SahSz
02t N AYyFSOoA2FaN RdzZLIN 2 GNIyat¥ ASKk Ay TFdzd AS

23.t NP OSRSStS OF N8 -deNd&xio dzRE y | ﬂ-i@ziNmﬁéqy“uSNJY
R20dzYSy Gl 4SS LINAY LINEPOSRdAzNA aX$ yRNNRZ IREN 2 EI5 N
R2ZYNNAEf 2N RAy OS¢ Lszo)\y dzf GAYSES ¢ fdzyA RA\

0 NSo6dzA S r]y[']zijliéldzyl- NE !

OFT dzZNAfS RS YIA &dz
aN aS FFON Odz aINR2N:Z | @nyR

retragerii seriei respective trethu$S

GN}yavYArAaAroAitf AYLIAOIGZ RS R)\YS)/a)\dzySI FYSadgs
ASNRPO2YOPSNEASYT RS Yyl GdzNF LINPRdzAdz dzA O AY WBAZ F
OFNB | AYyidNXaG ny O2YLRIT ADAIl  dzydzi |-Yéé[jéé RS

OF 1 dzf (GNBO6dzA S I ydzyolt O Fdzi2NRAGNOAAKLE dzi 2 NR G NO A

A

YSRAOFIYSy(i2a o6A (NBO dzh Sleraalcoraplniel dNaitbr layconBnuarddzy” O
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LIN2 RdzOoASA RAY | OStI6A YS&adiSO &l dz £ NBGNF 3
LJS LAl ONO®

{ SOOAdzySI 7
CFroNAROFDAI O6A O2YyGNRTf dzZ OFfAGN
OyFAydS OF 2NRAOS R2yNRDBE RSP RMza &8 RENEK @zl &
éf)\oéNJ 0S LISY({iNdHz F2f238ANB O0Akal dz FNI OoA 2yl NE
ALISOATAON RS GSaidlFINB GFftARFGNI LISYdNHz dzNY NG 2
1) Ag HBs;
2) anticorpiF F oON RS I L+ M O6A I L+ HWT
o0 FYyidAO2NLIA FIFIoON RS 1/ T
no FYGAO2NLIA FLFLoN RS aATFTAfAED
51 ON LINRY NBLISGIFNBI 2NAONNMHzA RAYy F0Saas
F OOSLIiF 6N
25.¢ SYLISNI GdzNAE S aAaLISOAFTFAOS RS BABIRENIRKMNBESNY
GAYLIzE GNIFyaLR2NldzZ dzi RS fF OSYyiNBtS RS O2f
FONAOIFIDASSY (NBXO6dzAS OSNATFAOFGS O0A Gt ARIGSO
26.t NAYdz |+ YSaGS0O RSSEBYWYR:E 2R&EIS Yy & IRISNI NE
GNBodzA S GSadldz F2f2aAyR 2 YSG2RN RS -reacia I N
LISY G Ntz dzNY NG2NAA YIENJSNA A |3ISYyoAf 2N SGAzt 2
1) Ag HBs;
HO ! YGAO2NLIA FFroN RS I L+ M O0A I L+ HT
A UAO2NLIA FFON RS I/ +£T
no FYyGAO2NLIA FFroN RS aAFAftA&D
' YSAGSOdzNAES INAAGS LR2TAGAGBS (NBOodzA S NB & LK

27.¢ NS0 dzA S St A0SNI S ydzYFA aSNAAETS RSNRADIGS
reactive pentru HCV RNA prin tehnica de amplificare a acmildeici (nucleic acid amplification
technologycb ! ¢ 0> F2f2aAyR 2 YSi2RN RS (Sadl NS g f

aSyaroAf AGNODAA OA ALISOAFTAOAGNODAAD

28./ SNAYDStS RS (Sadl NS LISy iNHz @A NHza dztiefe & |
AYF2NXYIODAAES OUGAAYODAFAOSET fIF T AX RSALINB | 3¢
potrivite.

299uAC)KS"SfS dzy AGNODAEf 2N AYRAGARdzZE S RS LI I
(NB6dZAS &N FAS ny OZYQANRFRBGR Rdey LINE EFR ORI
ttFavyl '-F2NJ C NJ Ou)\zylu)\Z)[s OA GNBodzAS aN OdzLN
R2ZYNNAAZ ydzYStS O0A I RNBal OSydNdz dzi RS 02t SC
responsali RS LINBLJI N} NBX ydzYNNHzZ RS &aSNARS |t NBC
al dz ANBdziFGSF G2GFEN F LIXIFAaYSAZT (GALMzZ RS Iy

30,0y &02LJz YAYAYAT NNRAA N aOQaN dA G2 Wi NA Y

dldz 't AYOGNBRAzZOSNAA YIFGSNALFESEt2N aGNNAYSs 2L
ny 12yS Odz2N} G4§Sx OSf LlzwAy RS Oflal 53X Al NJ
adzLJX AYSyYy il NJ YI & Ouetodels foldsltempahtruwdeschiddtea gringildr, amestecare
O0A RST3IKSOINB (NBo6dzAS &N FAS Y2yAl2NART 4GS C
YAONROASYS® / SNAYyoStS ny OSSIF OS LINAR@GSouS Ol
tre6dzA S &N FAS O2yFT2NXS Odz OSNAYyODStS LINBONI dzi S
3l.¢ NBodzA S LlzaS f I LdzyOd YSG2RS LINRAY O NB

AYGSNYSRAFNRA OFNB Fdz F2aid &dzLddzdo A dzy dzA cad\NP OS
nu au fost supuse acestui proces.

2 fARFNBI YS{i2RSE2NJ F2f{2aA0GS LISYGNHz ny RS
aN a8 RSaFfNo2FNB ny FTILOAftAGNODA RS FI 6NKOIFDA:
contaminare cu virustle utilizate pentru validare.



{ SODAdzy SI y

Contraprobe
33t S Onid LIRaArAoAtI LINP0S RAY R2yNNR AYRAODAR
LINE OSRdzZNN ySOS&alF NN RS uNJ aloAfAGIOISD 1 OSI &l
centrudzA RS 02t SOUINB® /2ydNILINEOS RAY FASOFNE
O2yRADAA O2NBalldzyl NiGd2I N LIS 2 LISNRA2FRN RS OS
Odz OSI YIFA fdzyaIN LISNA2FRN RS GLtlFIoAtAGEGSO
{ SOODAdzySt
bAYAOKBSE dz&y + LI FaYSA OA | LINRPRdzaSft 2N
34.¢ NBodzA S &N SEA&AGS 2 LINROSRAZNN &dlF yRINR F
any3aStdzAz LI FaYSA O0A | LINPRdzaSt 2NJ AYGSNYSRAL
Anexa 13

fl DKARdzZ LINRARGAY
RS 7T Gakkddaneritefor
(GMP) de uz uman

[V LCL/ ! w9 L ! [ L5! w9l

{ SODAdzyS|
Principiu
1.1 OSI&a0N ' ySEN RSAONARS LINAYOALAAES O f AT

LINE RdzA St 2NJ YSRAOFIYSyGa2FaSeo 9adadsS 2 SOSNRiyADAM (i
@t ARIFNB adzyi ySOSalNB LISYyiuNdz I YSYoAyS 4&dzo
{ OKAYONNRES aSYYAFAOIFIUGADS LINADAYR FIl OAfAGND?
produsului, trebuie validate. Trebuielosit un studiu de evaluare a riscului, pentru a determina
3021LJdzf o©6A SEGAYRSNBI GFfARNNRAOD

{ SODAdzy §F
b20Adzy A ISYSNI S
2.alA 22a& adzyi RSTAYAGS y20AdzyAfS OS &S NB
Partea | a Ghidului curent, dar NB & dzy G dziAf AT I GS ny LINBIT Syl
1) Analiza riscului (risk analysi®):SG 2 RN RS S@I f dz2 NS oA OF NI Of
Fdzy ODA2Yy L NBI dzydzhA SOKALI YSYyd &l dz LINPOSao
2)/ £ AFAOFNBI Ayadlf NKNIKverdidanga pelbtl tN (RE YR 21jCidy
tS

OFNBE aN dSadS ON FFHOAtAGNODATSES araasys O A
LINPASOGdzE FLINRPOIF G O6A Odz NBO2YFYRNNARES FI 6NROC

3/ FEATAOLNBE  LISNF2NYIYYSE RQYvedficaraspe b | RS S
R20dzySyiSsz OFNB aN FdSadS ON FFrOAftAGNODALSE
Fdzy OoAz2y | é?)\())\éyu 6A NBLINRRAZOGAGAE LISY(Ndz L

A/t AFAOINBI 2 LISNI yxzylcme)ueaﬂcaﬁseu.Jus}\zgfnlfN I
R20dzySyiSz OFNF &N |4G4SadsS ON FIOAfAGNOALfSEI
2LISNBIFT N ny fAYAGSES aGlr0AEAGS FYyGAOALN (o

5/ I £t AFTAOI NBI LINE A S QDQNISNAGFRDE NI S| daaSt BF A CNI
F 0 SadRASONGdzaINI LINP LJdza LISy G NHz FI OAf AGNOAX aAradi!
propus.

6)/ I'T dzZt& OSt YIA2NO&yRadNBE & dSdzy aSi RS
ddzLISNRA 21 NB 0A AYFSNAZ2I NBE O0A CeluN®stavidard teyopefafeS L



OFNB | &A3dNN OSI YFA YINB dFyaN RS S6SO I L
AR élfécb ' 3G6FSt RS O2YyRADAA ydz AyRdzO ySI LINNJ @
7)) 2y UNBE dzf AOKA YO MMNKEM2FQOAY IS LINA Wi NE INBY NJ

I LI NJo)\yr]yF“z dzy 2 NJ RAAOALX AyS O2NBalLidzyi Nu 21 NB ¢
LI2dG | FSOGF adladzidz @FfARFG FE FIFOAfAGNDATL 2]
de a determinay SOS&aA Gl 6 S dzySA | OoAdzyA OFNB aN | a?
YSYOoAydzi ny adalNBF @FfARIFIGN®
8) t NP R dza aAYdzZ OGN @A YdRE OSSR QINRR dz® (LIN® E A
OF NI OGSNRaidAOAtS FAIAOS o6AZ dzwsleosutatesanm@suumem O
LI NI A Odzf St 2NE LI SGO0O®0 S LINRRdza dzf dzA & dzLJdza
al 0AaFNOdziS LINRY FIFoNROIFINBI dzySA &aSNAA RS LN
9) Revalidarea (revalidation):o repetare a procesului de validare carei A 3 dzNN  ON & C
ny LINRPOSakSOKALI YSYy(dzZ AYGNRBRdzAS ny FO2NR Odz
YySAFGAD OF NI OGSNRAGAOAES LINRPOSadz dzi oA OF £ A
10)Sistem de echipamentelzy’ I NHzLJ RS SOKA LI YSp/tdS F2t2aArdl
1)+ £ ARFNBLF O2y OdNEy i &I © ORIy KEANNBEF & t DikEARE

NHzG Ay N F LINPRdzaSt 2NJ OFNB a8 AyidSyoA2ySIIT N |
1)+ £ ARFNBF  Odz2NNy NNJZA t A Rt BB A YOHANKI b NANRR 0 B2
docwy Sy 1S F FI LJidzf dzA ON 2 LINPOSRdAzZNN RS OdzNND S

pentru procesarea produselor medicamentoase.
13) Validarea procesului (process validatic®}A RSy ol > LJS o1 N RS R?2
ON LINPOSadzA ¥YSOANFRdAzRAUGTFIIBALIAKNRASE &S RSaFTNO2F NN
YSRAOIFIYSYyGS OFNB &N a8 nyOFRNBI S ny &aLISOATAC
1)+ f ARFNBF LINRALISOUGA AN ALBNENDBLIS CRIS\Smekpedi N Al

I OGABAGNDAA RS FFEONROIDAS RS NHziAYN | LINE Rdza
15+ £ ARFNBI NBGNERA&LIS Ol Avaldarea Ndbilphedsi dldn@ prdddsS ¢
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F2NY¥YS R21TFGST Ff dzySA LINRPofSYS NBFSNAG2I NB f
probleme privind etichetarea Yo I f NS &l dz I f dzydzi NI L22NI RS

7Z70yNEIAAGNNNRA LINARGAYR GNI&alFoAfAGEOSE LINBOG
competente pentru verificare.

{ SOoDAdzySI o
5dzNJ G RS LINAGNI NB
8t NPoStS RS NBEFTSNIWY TN SOA NB2 ¥ BN ISNRSS (LINE RA:
LJdzoAY dzy 'y RdzLIN RIGlF RS SELANI NB® t Neol RS
ny FtYolftlFa O02YLlza RAY I OStFOA YIGSNRI§ O | NB
9.ProlSt S RS YIFUOSNAA LINAY FfGStS R a2
FLONAROFDASO (GNBOdzA S aiN
L2 GS FA &aO0dzNLF GN RI
I OSaiddzAi YIFIGSNAIE X Sa
valabilitate a produsului finit respective.
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13.¢ NBodzA S &N a8 I aAJdzkB LONSYEBES YVEENEROS
RAALI2YAOAE ST aldz LG FA dz2N) 200AydziST LISy
data de expirare a ultimei serii fabricate.

{ SOODAdzyStI p
2YRAODAA RS RSLIRTAGINB
145851121 AGFNBF  LINR 6 Ft52 NINRPR dNESTE SN yFoA Yy A S O A

FNOdzi N ny FFO2NR Odz DKARdzZ LINAGAYR 5SOfl NI N
édz@éél-yoétzNJIOu)\qun

15./ 2y RADAAES RS RSLR2ITAGIFNBE (GNBodzA S (denex. TA S
RSLE2TAGIENBE ny FTNAIARSNI OnyR SaiasS NBtSglLryidoo

{ SODAdzySI ¢
Acorduri scrise

16.! Gdzy OA OnyR RSODAYN(G2NYzZ OSNIUATFAOLI Gdzf dzA
20dzt Kkt 20dzNRAE S NBalLlRyaloAf kNBaLR2yaloAt S,
aLkRyaloAtAdGraSE LISYOdNdXz € dzZ NBF o6A LINaidNI NB
' C NA&d nydNB OStS H LINNBAZI ny O2y
.t Co® | OSI&a&UOA a68n YR AKNAS RSO T MBN

SN dzysm tals tSZF OfitdzsN T RS n@SitNJ OF NB |
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17.t SNAR2F Yyl OFtAFAOFGN OFNB OSNIAFTAON 2 &SI
ON G21F3S LINRP6oSES RS NBFSNAYON oA ocszywem-émwqu)
SaiS ySOSalNE LINBGSRSNAE S LISy duNddorddmfis. | 30 FSt R

18.1 Gdzy OA OnyR YIA YdzZ & RS dzy 20 RS FI 6NR
SEAAGSYOl | O2NRdzNAf 2N AaYNNBESI SHdSNESIAaSyOALE K
NEFSNAYON O0A O2y iNI LINROSE 2N

{ 8O0Adzy SI T
t N2 06 S R ScaNfscteQdhkrafied N
19t NP6StS RS NBFSNAYON adyd RSEGAYFGS Fylf

disponibile pentru un laborator cu met@df 2 3AS @I ft ARFGN® t Sy i NHz
FLONAOFDALF YSRAOFYSYGuSt2Nl ny wSLlzmtAOF a2fl
LINR Rdza dzf dzZA FAYA OGP t SYdNHz LINPRdzaStS FAYAOGS 7T
RS Tled NAOI DA
20. Pentru produsele finite fabricate de un fabricantdigtr £ G N O F NNY

MO ! GdzyOh OnyR SEA&GN dzy !'comav! ®a ®LIINIT ok 2Q2
NEFSNAYON LR2G FA fdz2t S 0OA RSLJZTAurLuuaB:ordI f
NAa O6Fo6F Odzy 4aS FI1 OS NBFTSNANBE ny aSO0AdzySlt
FlL oNROF y i dz aAdGdz G ny F F1 N wSLJzof A OAA a?2
lijdzyc“))\ OnyR ydz SEA&GN dzy ! wa 2LISNI DA?Z2
fdz- S 6A RSLRTAGIGS 1 dzy FFroNROFYyG |
S fdzZ S ny O2y F2NXAGIGS Odz dzy I O2NR ac
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21.h  O2y G NJ LINPON (BN dal SNAESN H\%Lﬂﬂﬁ\dfw ?Ayxu
wSLJzo f AOF a2f R20!I 07\ L2 GS FA ySOSal NI aN FA¢
LJNJ\@)\YR OQ)[?QNJ{)\UI- 1St Odz OSNIATAOLI G dz RS n
OZ}faISD)\SDE)/uNJ LINR 0 SfS uNSOdzAS ny G21F4GS &aAiddz o

LINBFSNI G OF |O0SaisSI aN FTAS RSLIRIAGEG £l f2

LINP Rdza FAYAG SaaGsS aard dquNCD

22.0y F O2NR Odz Lldzy®§ 02 A dzyah 3 £ (LaBOAS yGHWRR SE
LINPO6SES RS NB'-FSNJ\YON & d2y (I fLONN& GONNINS o @ S Tdxy LBclzy
O2Yy NI LINPO6S &ASLINIGS GNBOdzAS LINAGNIGS ny wSL

23./ 2y UNI LINPO6 St S (NDBb tzlizBR RS L8z dzh | & 6 ONJ(OEQU
I OO0SaAo0AftS Fdziza2NRAGNDAA O2YLISGSyGSo

24.) 1dzy OA OnyR YIA YdZ G RS dzy t20 RS T 06NJ
FLEONROFODAFKAYLIR2NI Mz kI YOI £ F NBFkdSadl NBIldax SISx 6 S
RSLETAGENBE 02y i N} LINEY Sit @QANIK NEONA S RYGFNH A NN
fiecare produs.
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t NP6 S RS NBFSNAYON O6A O2yUNILINRO6S LISy i NYz

25.1 1dzy OA Ony R dar¥io éste l[de3asb, nuinsi Gndrgtialul de ambalare folosit
GNBOodzA S LINAGNI G RS2FNBOS NRAOdAZ RS IYSadSor

26.! Gdzy OA OnyR I Yoltladt &SOdzyRINI SaitsS RSa
LINR & LIS Ol defdzy B8 R y A IENHr®™z I RYAYAAUGNI NBo Odz Ay T2
O2YUGNILINPON RS LINPRdzA LISYydiNdz FASOINB 2LISNI
' YSaGdSOINBE || LINPRdzadzf dzA ny GAYLIzE LINE OS ardzf dzA
NEBaLRyaloAfdzZ ny OFIT dzZ dzySA T YSAGSONNR O6FI o
RS2 NBSOS | 0S&id f dzONMz O Ay Tt dzSyol SEGAYRSNBL

{ SODAdzySI wmn
t NPo6S RS NBFSNAYON O6A O2yidNlLINROS ny

27.0 1dzy OA  OnyR dzy FFIOoNROIYydG aS nyOKARS 0A |
NE@2OFGNZ &aldz OnyR nyOSGSIT N aN YIA SEAaGS:
FLEONAROFGS RS | OSt T oNRAQ@SAN Sa Ni SNNRAYAN yaNN  LNSN YLGAYT|
GNBSo6odzAS aN FAON FO2NRdAzZNA RSGFEAFGS LISy dNdz d»
R20dzySyidlroASA .tC NBtSGLIyiSo ONGNB dzy 20
R2ZOSRSI AONA | OZAZNB U Slpd S ON F O2ZNRAINAE S LINAGAY
LINPO6SES LI2GX RIFON SadasS OFidAZ T &N FAS dz2NJ IO

28.51 ON ydz LI22F4GS aN FFON (G42FGS F O2NRdzNAE S
€ G FF oNAOIGSING ASFS\TON NIz AMHZERS ny NS3IAa0NI NB Sa
FANY AT F NBF GdzidzZNBNJ AYF2NXIDAAE 2N ySOSalkNB o
RS nyNBIAAGNINB GNBodASsE ny 02y SErddePzitdbedz O2
LINEP O St 2N RS NBFSNAYON O6A | O2YyGNFLINRPOSE 2NE
2NAOS 4SNAS nyON ySSELANIGN | F2a0 LdaAN LIS L

20.1 0SaiS OSNAyoDS asS | LXAONX RS |aSYSySt =z
lod £t AT+FG ny FFEFENF wSLHz2fAOAA a2f R20I o oy I
NSéLJQVéI-O)\f)\quSI aN as lar3aldaNBE ON SEA&GN
O2YLISGHISyiS SaitSkadzyd O2yadzZ GF GNkO2yadz GF 4GS
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(GMP) de uz uman
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{ SODAdzySI m
Domeniu de aplicare

1.t N8BT Syidl ySEN fI DKAR O2NB&LMzyRS 3IKARdzA
R2YSYAdzA A @I { PSBHOF 2FSNN nyRNHzYF NB LISy iNdz
YIyl3SYSyGdz dzi NAR aOdzt dzZi ny R2YSyAdzZ OFfAdNOD.
calitate.

2.0y Y2R 20A0Yydzisé&S URNFBWSA G SRSOI  dbabiliaded 6 A Y
I LI NJA O ferbhen dofidzMravitateal OS&a G dzA F @ / dz G2+ 4GS 1 OSadGS|
O2YdzyS | LI AONNARA O2y OSLIidzf dzA IRSNYYA yiehd FSH
RAFTAOAENT RS2 NBSOS FRISOWLIRBE A 6k NE &I RYHi SNBIE N& O
LISNOSLIS FfaGFSt LINRPoltoAtAGHEGSE RS LI NRDAS |
FASONNHZA | aGFSt RS FSy2YSy y20A00

3.CE ONRAOF NBF O8A dziAf AT FNBIF dzydzk OF8SRADI YSYKG
Y2R AYSOAUGlIOAT dzy I ydzYAd 3INIR RS NAaAaOd whaOc
RAYGNBE O2YLRYSYydiStS NRAR&AOdz dzzc 3Ft 20l fd 9adsS |
calitatea | OS& G dzA I G NB 6 dzABR deMEly(DIA vy dzb N R&IS SR ¥ Ny On i
AYLRZNIGFYGS LISYGNdHz OFtAGFGSE | O0Salddzal aN ydz
STAOASYGN RS YIyF3aSYSyda | NA & Odzt dzZA ny R2YSy
aYSRAOFYSyGdzt dzA LISY G NHz LI OASY (= LINRY | &Ai 3dzNF
LINPOf SYSE2NJ RS OFfAGIFGS I N i FLNNBF ny
YIyl3SYSyGdz dzi NR & Odzt dzZA iy N RR
OF 1T dzf I LI NAODASA LINRPofSYSEt 2NJ
L2 GS FFEOAEtAGE fdzZ NBF RS RSO
I dzG 2 NAGNOXEPINI NS MW IOISLI OA G |
L2+ 4GS AyTFtdsSyol LRTAGADG FYLX 2FNBIF OA YAGS
reglementare.

4.1 0SalG DKAR LINBTAYUGN LINAYOALIAA OA 8z 82X LIn:
R2YSyYyAdzZ OFfAGNDAAZ OFNB LG FA | LXAOFGS RA
laidFSt RS aLIlSOGS AyOfdzR RST @2t GFNBFX FI oNK
ALINE SOOI f dzf NSk SOl f dzf NS dzifJSA (1 8 tz0 8 RADE | YEBA O
LINE Rdzd 200AYydzi LINAY o0A20SKy2f23AS O0AyOf dza A ¢
YFEGSNAFES RS FYOolLFEFNB O0A SIOUAOKSGINB LISy NHz
prin biotehnologig.

O( O(r—h

{ SOOAdzySI H
b2oAdzyA ISYSNI S

S5al A 22a& adzyi RSTAYAGS y20AdzyAtS OS &S NB
OFNB ydz adzy & RSTFAYAGS ny LI NISFE L f DKARAZL d

1) Acceptarea riscului (rislceeptance)decizia de a accepta riscul (ISO Guide 73);

2) Analiza risculufrisk analysis)aprecierea riscului asociat cu pericolele identificate;

3) Caracter depistabi(detectability):O LI OA Gl 6 S RS I RSa02 LISNJ
LINB T Sy wlitatea undizpeNdB!;

4)/ S NXrgguiements)y SOS & A G ND
S NBLINBIT Syidl yoif 2N
NE3ItSYSyidl NBuod Oy | OA@
f S3IAatl GA@GS &l dz RS NB3

A

fS AYLIAOAGS &l dz SELJ
I OSadz2 NI orRS SE® LINE
SINAR/Z200NdZY S&y'Si = NHITSINMRS yydziz
f SYSYGFENBS RIFENIOGA I yS

A



5) / A Of dzf RS @Al Y N (prdduct lifgcSdRkiCRH YIS/ (i @A b8t S RA
YSRAOIYSyiGsE RS tI RST @28NBINBUWS ALMIOGN  NA  LDNBN
medicamentului;

6) Comunicarea risculrisk communication)y YLINNI N6 A NS Ay T2 NX I DA
YIEYlF3aSYSyad It NARaoOdz dzi nyd NB R

7) Controlul riscului (risk control) ODA dzy A RS A Y
riscului (ISO Guide 73);

8) 5 S OARSY i kdeSsn RE&gI@ENISNE 2 YNKLISNE2FYS Ol NB
O2YLISGSYyoN OA Idzi2NRGFEGS LISYGNHz f dz2f NBIF RIS R
riscului;

9) Estimarea risculu{risk assessmentdzy LINRP OSa aAaidSYFdiAO RS
LISY G NHz I aLINA2AYyA fdzZt NBF RSOATASA RS Nmxnad n
ARSYGATAOI NBI LIS NR O 2stuBldr ashdiat® su expyheréaial atestdpericded |-

10) Evaluarea risculurisk evaluation)compararea riscului estimat cu criteriile de risc date
LINAY AYUSNYSRAdzZ dzySA &aoltS OFydAdGridA@S &l dz

11) Fenomennociv (harm): RS G SNA 2 NI NBI ANy NGNODAAZ Ay Of dz
OFf AGNDAA &l dz RAALRYAOATAGNDAA YSRAOI YSyid d

12)Gravitate(severity)2 Y NadzNN | O2yaSOAYODSt 2NJ LI2AAO0AC

13) Identificarea riscului(risk identification):utilil ' NS &A&GSYF GAON |
ARSYUGAFTFAOINBI &dzNESE 2N LRGSYoAlfS RS FSy2YS
sine sau la descrierea acestuia;

14) Managementul riscului (risk management): LJX A OF NB I araasSyl G
procS RAzNA f 2NJ 6A LINF OGAOAE 2N RS YIyl3aSySyda I f
O2 Y dzy A Okxbdinare A ristuli;

15 al Yy 3SYSyGdz  NA & Odz dahalitynrigk ni@ayesghfoetprocesl £ A
sistematic de evaluare, control, comunicabeA NBSELF YAY I NB | NA & OdzNA
YSRAOI YSyYy (dzZ dzA LIS LJ NOdzNE dzf OA Of dzf dzA & Ndz RS

16)t | NI'S A (stakeheBed) 2 INOS AYRAGARI 3INHzZLI al dz 2N
adzFSNR Ay FfdzSyol albdz 4SS LIDid IRSNINRLEDO PSS B SPOK R¢
AYiGSNBaliSe® Oy a02LJdz | OSaddzi DKARZI LINRAYOAL
R2YSYyAdzZz &aNYNIONODAAZ FdzizaNAGNOAES RS NX3ItSYSy

17)Pericollhazard)LJ2 G SY O A | £ I & nabh&(ISO/IEC Guid B )O (0 dzf dzA

18) Reducerea risculifrisk reduction)t ODA dzy Af S ny iUNBLINAY &S LISy
RS LI NADAS | FSy2YSydzt dzAi y20A0 O0A 3INI Q)\ul as

19) Reexaminarea risculu{risk review): reexaminarea sau monitorizarea rezaitklor
LINE OS&dzt dzA RS Yl ylF3ISYSyd Ff NAR&aOdzZ dzA f dzny R 1
privitoare la risc;

20)Risc(risk):02 YOAY | DAl RAYUNB LINBoOolFOoAtAGEFEGSE RS
acestuia (ISO/IEC Guide 51);

21) Sistem de calitate(quality system):suma tuturor aspectelor unui sistem care
AYLIE SYSYGSFEI N LREtAGAOF RS OFEtAGFGS O6A | &aA33dzN

22) ¢ SY RAtgnd)Ndzy GSNXYSy aidldAradado OFNBE &S NB
modificarea variabilei/variabilelor.

SOA Réyu OA |t
LX SYSydF NB

{ SOoAdzySI o
t NAYOALIAAES YIFyl3SYSy{dzZ dzi NA & Odzt dzA
5' N¥NG2FNBfS &ddzyd R2dzN RAYUNB LINAYOALIKACL S
R2YSyAdzZ OFfAGNDAAY
MO S@IFfdzk NBI NR&aOdz de BW RBYSY A &I SOWISA (ONzy
d4S NI LRNISTS ny FAylLt 1 LNRGSOOALF LI OASyidz



HO YA@StdagZ RS STF2NIX F2NXIFEATFNB 0A R2 Odzy
R2YSyAdzZ OFfAGNODAA (NBoO6dzAS aN FTAS LINPLR2NDAZ2Y

{8O00Adzy S n

v A

t N2 OSadz 3ISYySNIf RS YIyF3aASYSyd I f NJ &

6alyl 3SYSyldzZ NR&OdA dzA ny R2YSyArdz OFfAlNT
O2Ydzy AOF NB O8A S@Iftdzr NE | NX&OdzNRAf 2 N dgrafei de2 Y S
GAFON + | OS&adGdzAl ® Oy RAFANIYIF RS YIFIA 2234 éC)\
ny R2YSyAdzZ @QISt MAIRTGMA T 10dkei nyiRidE Y2RSt Sod 1| 008

A

cadrul respectiv poate diferide lacazldca RI NJ dzy LINRPOSa aA3dzNJ I NB
fl dzy yA@St RS RSOFfAdz LINPLER2NDAZ2YIlf Odz NAaoOd

Initierea procesului de management al
riscului in domeniul calitatii

Estimarea riscului \”

| Identificarea riscului |

Analiza riscului

v

| Evaluarea riscului |

< v |

|

Controlul riscului

——  igejdenoeu)

L4
Reducerea riscului

A

Acceptarea riscului

Comunicarea riscului
A
1
]
i
]
v

h

lesire/rezultatele procesului de

INNasy e Juawa Beuew ap ajuaWnsy|

M

management al riscului in

Re-examinarea riscu&ﬂ

. - I
Re-examinarea evenimentelor |

Figura1lt NBT Sy i+ NB 35y gpicldé N | dzydzd LINB OSa
YIEYFE3SYSyd & NR&aOdzZ dzAi ny R2YSyAddZ OFf A

7.5AF3INI Yl RS YIFA &dza ydz ny¥NoAOSFEI N 6A y2
2NRAOS Lidzy Ol |t LINRPOSadzZ dzid 9ESYLX S RS lad¥
acumularea deA Y T2 NI DAA  AdzLX AYSYy (I NB LISY(GNX¥z | 2dzadl
LINE OS&dzt dzA RS Yl ylF3aSYSyd & NARaOdzZ dzi LIS o
aSyoAdzySI aAylFOOSLIiIoAfé RAY CAITdzNI tvesafde &S
NBEIfSYS)/UINS OA 8A fF yS@2Al RS NBJSYANB f|

s.wSalLkRya At AGNDA

MO 5SS 20 7\ SAZ RIFENJ Yydz AYGFENRIFIOATZ | OGAGDAN
RSAFTNO2FNN ny OF RNz dlzy R flizSOKAOQSY RRdzA 8 A F2 &

N
S



GNBodzAS &N Ay Of dzRN SELISNDOA RAY R2YSyAAatsS O
OFrtftAGlIGSE OSt RS RST @2tidl NBZ YSOFYyAONIZ RS NE
2dzNA RA Ot AYIAONHE NMAYO 6FA NN RS LISNBR2I ySt S I NB
R2YSyAdzZz OFtft AGNDAAO®
HO 5SOARSYDAA (NBO6dzASY
o0 {N r]67\ I adzyS NBaLRyaloAtAGE ISl LISy G NHz
OFt AGNDAA NI Y & @&/MA 1A (RNALY NEA FYSNIHIBS | Tty QWA |y
I aA3dz2NBE R RSTAYANBEF X AYLX SYSyil

o0 {N éS S
ny R2YSyAdzZ Ol
d

NA & Odzf dzA £ A NB Odzy 6A RS
9.580f 1 yo I NBI LINE OSa daizdadzh RSY YRYY SBN &Y GO £ A G
MO alyl38YSyiddZ NRaAOdZ dzA ny R2YSyAdz OF ¢
LINEASOGFGS ny @SRSNBIF O22NR2YyNNRASX FIOAfAQ
referitoare la risc. Printre etapele pogif S I £ S RSYSNEdzZf dzZA RS AYADA S
YEYyEISYSyd Ff NAR&OdZ dA ny R2YSyAdzZ OFt AGNODAA
0 RSTAYANBIF LINRPOEtSYSA OAkaldz I NAaOdzZ dzi =
ARSYUATFAOINBI LROGSYOAl fdzZ dZi RS NR&AOT
b)ad Nhy3ISNBI RS AyF2NXYIODAA RS o6FI N 6Akal dz
AYLIF OG | adzLINY aNyNGNODAA Lzt AOS NBtSOlIyidsS LIS
O ARSYGAFAOFINBIF dzydzA f ARSNJ OA | NBadz2NBST ?
d) specificarea unor termene, a tipuRiS NBT dzf G+ GS oG SLIGIGS o6 A

deciziilor pentru procesul de management al riscului.

10. Estimarea riscului

MO 9adAYl NBI NA & Odzf dzA 2yaidN RAY ARSY(GAT,
asociate cu expunerealaacél S LISNA 02t S 0 @S1 RSTAYAODAIl RS

HO 9&GAYIFNBF NRAOdz dzA ny R2YSyAdzZ OF f AGN
RSTAYAGS &l dz | dzydzA | ALISOG RS NARAODd 51 ON NXR
instrument adecvat de manayeSy &t NA & Odzf dzA 6 FST A SESYL)M St
GALIZINAES RS AYTF2NXYIODAA ySOSalFNB LISYGaNHz Fo2N
Fdzy RFYSYy(GlFtS &ddzyG FFRSaSI dziAtS LISYGNHz RSTFAY

>

riscului:
FO /S FNJLWziSI &N ydz aS RSAFTNO2I NB Odzy G NZ
00 /S LINPOIOAEAGIFGS SEA&AGN OF f dzONHzNRAt S &l
O0 /I NB &adzyi O2yaSOAYyDStS O03INIGAGEGSI 0K
3) Identificarearisculug O2 y a G N RAY dziAf AT I NB I truidderiifice8ed | (i A
LISNRA O2f St 2NJ OFNBF &S L0 FGNAROdzA LINRPO6E SYSA R

AyOft dzRS RFGS AaG2NAOST +yltAl S dS2NBGAOSE

LRSYGATFAOFNBE NAAOd d8A F3NS LOEITSS NX& NE Iy dn yAINBR S 2

Ay Of dzZRS ARSYUGATFAOI NBI LI2aA0AE SE2NI O2yaSOAYDS

LINE OS&dzt dzA RS Yl yIF3SYSyd Ff NAR&aOdz dzi ny R2YS
4) Analizarisculugny a S YY N I wiBsodatod Bericol®ldiideiificate, procesul

Ot AGFIGAD aldz OFrylGAGriA® RS aidloAftANB | Sz
AN GAGFGSE FOS&alGdzAil @ Oy OF RNMzE FydzYAG2N Aya
depistarel | A LISOG St 2N y20A O3S NBLNBT AYGdN 6A dzy FI C
5) Evaluarea risculut NS+ f AT SFT N 2 O2YLI N oAS nydNB N

|

ONAGSNAA RS NARAO RIGSd 9@ f dzZf NBIF N a OdeftrdzA A
NYUNBONNR FdzyRIFEYSYyGalfSo

cO tSYiUNHz 2 SaGAYINB STFAOASYUN I NA&Odzt dzh :
RSGSNXYAYN OFftAGEGS!H NBT dzf G Gdzf dzA @ C2 NI dzf | NE
AYOSNIAGAZRAYS aINPNRIZG I gy GMXKRINB I 2rggi N £ | A R
LYOSNIAlGdzZRAY S| Sa4GS NBT dzf GFGdzt O2Yo0AylODASA
G NRFOAEAGEGSE LINBONT dzi N & dz YSLINBONT dzi N |



lacuneB Odzy 2l GSNAA OUGAAYODAFAOST IS 6“(]7\7\)/037\
ISYSNI G2FNBE RS AyO02y@SyASyidS O6RS SE® Y2 RdzN
BFENRIFOATAGEFEGSO O6A LINRPOIFOATfTAGEGSE RSLIAAGNNAA

T0 wST dzf &R & dzNRA § DA ¥ Sa G S Tlde%crléfe()ll- EINE © i & KBl
R2YSyAdz RS NRA&OO® 'uszOA OnyR NRaOdz SausS SEL
Oy Y2R FEGSNYFOGAQGST NR&Odz L2 U6 IF AINS DLINK Yala

GYSRAdzE &l dz a)\YTSNJ\QNJ»:Z OFNB (NBodzAS RSTFAYA
Gdaol NN F“zé Nr&aoe LISydNdz I RSTFAYA ny O2ydAydz
OFydAGrAGABN I NNRDOAMzoAzE RSITSGNITAIAN NSLINROI 0Af A
L2 NYAYR RS fI dzy aSi RS O2yRADAA asySNJ G2 NX

LISYiNHz OniGS 2 O2yaSOAyoON fdz GN &aSLI NI G| oy
NR & Odzf dzA  dzi A€ AT SFT N 2 YNadNN RS NAaO NBf GA
LINRPOFOATAGEFEGS ©6A 2ooxyé|\|f5| dzyé)\ SaiAYNNR 23Sy
unui proces de ierarhizare pot uneori folosi estima@a y G A G G A ON | NRA & Odzf dzA

11. Controlul riscului

MO [/ 2YGNRBE dzZ NARAOdz dzA O2y aiN ny fdz2 NSIF RS
Scopul controlului riscului este deraduceNA & Odzf  f | dzy 3/)\ @St | OOS LI
optm RS O2y UNRf Ff NRAOdz dZA X RSOARSYODAA LG d:
beneficiu.

2) Controlul riscului-8 NJ LJdzG ST O2y OSY G NJF LIS dzN¥NG2I NBf S

0 wAalOdzZ &S aAiddzSFHT N RSI &dzLIN} dzydzh y A @St

b) Ce se poate face pentraducerea sau eliminarea riscurilor?

O0 /I NB SaiS SOKAfAONMHzZ O2NBaLizyl NG2NJ nyd?
RO /2yUGNBfdAf NRE&OdNNAE 2N ARSYGAFAOLGS 3ISYyS!
3)Reducereariscula S O2y OSY G NBIFT N LIS LINE OSa St B Ry
R2YSyYyAdzZ OFfAGNODAA | ldzyOA OnyR | O0Saidl RSLING

a
WSRdAzOSNBI NARaOdzZ dzA LRI GdS O2yaidl RAYy | OoAdzyA
Yy20A0d t NPOSasStS Of NSRE;SYMGZ}JNNBD ISINR D2 6 5 2§
OFft AGNDAA LIRG FA dziAf AT I OA n I RNXzE & NJ
NBERdAzOSNBE | NAR&Odzt dzA LR+ 4GS 3AS NI} y2A aNR &c
1 S S IAOA NBildzZ 6N ONZX zLIN  LJdzy SNEB |
S NBAIF SAaGAYINBIF N dzf dzA LISy ( N&
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4) Acceptarea riscullg NB LINS Tdéciyigidd a &cepta riscul. Acceptarea riscului poate fi o
SOATAS 2FAOAIEN RS I I OOSLIilI NAR&AOdINAES NBI .
dzy i &ALISOATAOIGS® Oy OFT dzf |+ ydzyAd2N) CepramtoNh R
S Yryr3sySyd It NRaOdA dzi ny R2YSyAidd OFf Al
2YRADAAZT &S HRIMGS A@2idSAY AaiON 83AS | RSOGI 0
2YSyAdzA OFtAGNODAA 64 tORduNB anthiall specificat Re2cedalfilh dzt
OSaid yA@St I O0OSLIiloAft oO0aALISOAFAOFGO RSLIAYRS
12.Comunicarea riscului
/| 2Ydzy A OF NBI N & Odzf dzA NBLJNSiAyGN d OK A Yao dzt

I 0OSalddAl nyiNB8 RSOARSYD OA FfOAAD t NNDAfS L
NRA & Odzt dzA 0 @ST A aNaéoAté Lidzy OGF GS RAY CAJdzNT
R2YSyAdzZ OFfAGNODAA (O NBOQAISH O(QG’&II)/N\ O& Ni3 YA R OW
CAIdzNF MOP [/ 2Ydzy AONNRES as8S LI2G NBFSNR fI ao
NBE3ItSYSydGl NB oA AyﬁedzauNJ\Sz )\yﬁedzéﬁNJ\é OA LI

autoritate de S3f SYSY G NBE SGOd LYTF2NXYIDAAES AyOfdzas
probabilitatea, gravitatea, acceptabilitatea, controlul, tratarea, caracterul depistabil sau alte
FaLISOGS S NRAOdzZ dzZAi ny R2YSyhtef nQbe s RND A D
dzy SA O2Ydzy AONNRA P OYGNB AYRAdZZAGNARS OA | dz 2 NR G|



NEFSNAG2F NS fF YIFylFI3SYSyiddzZ NARaOdz dzi ny R2 Y
O2y F2NY ALISOSTESYNNNA2 RIARHRK A RBAR ¢

13.Reexaminarea riscului

al Yyl 3SYSyGdzZ NR&OdzZ dzA GNBodzA S aN FAS dzy R
OFf AGNDAAD® ¢NBOodzAS AYLIX SYSyGlrad dzy YSOFyAa)y
evenimentele. Rezultatele procesulue dnanagement al riscului trebuie reexaminate pentru a
AYGUNRRdzOS ny S0dzZoAS y2AtS Odzy2siAyoS oA SEI
£ NR&aOdzt dzAz | OS&adl GNBodzAS aN FAS LI AOI G
asupra dOA T ASA AYyAODAILIES RS YIylF3aSySyd |If NA a Od.
LX F YAFTAOLIGS O6RS SE® NBIdA GFGS tS SOt dzZNNR A
AOKAYONNARE 2N aldz ySLEXFYATAOLIGS 6RS | SBEAy U8k
SO6SOdzNAEf 2NE NBGNI IASNAOD® CNBOGSyoDl 2NAONNEBA
Reexaminarea riscului poate presupune reconsiderarea deciziilor de acceptare a riscului (pct.11).

{ SODAdzySI p
Metodologia de management aliscului
14.al Yy 3SYSyilidzZ NAR&AOdzZ dzA ny R2YSyAdzZ OFf Al
fdzZ- NS RSOATAAE 2N ! OS&adl FaA3ada2NN YSi2RS R;
NBI fAT I NBI ShF LISt 2NJ LINRP OSadz 2IXS yRSIzE YIOF If A 3 KS
Odzy 20 Ay DSt 2N OdzZNBYyiS RSALINBE S@I fdzr NBEII LINROI
al riscului.
15,0y Y2R UGN} RADA2YIfX NARAOdNAES RAY REYSY
3 YN RAQJSNEAN NP3 YBRIFAOAIE S O6LINBOSRIZINRA SYLRAN
O2YLIAflFIOAlI RS 20aSNWIFODAAZT GSYRAYyODS oA [|f0GS
AYTF2NYIFODAA dziAfS OFNB N LWzi S FA Rde calitatd, 2 &
RSOAIDAA OA | f20FNBI NBadz2NESt 2 N
16.0y LJX dzZAX AYyRdzZAGOGNRARI FIFNXYIFOSdziAON OA | dzi?2
NA &Odz F2f23AYR YVAGNHzZYSy S NBOdzy2aOdzi S ﬁé Y

A

proceduri de operfl 5 &0l yRIF NRO® Oy OStS OS dzaN¥SHI N as
RS AYaldNXzySyadS oYFA Ydz 6S RSGIFITAA &S leaSa()

MO aSi2RS RS FIFEOAEAGENSB + YIylF3aSyYSyildzZedza |
etc.).

HO ! YyIFEATEF SFSOGSE 2N Y2RIf AGN@KAMERANI RS S5 S(

00 'ylf)\TI- STSOGSEt 2N 6A OF NI OG SNXzt dzZA  ONX
Criticality Analysis FMECA).

no yrtATF F ND FedAnalgsic F§4).S Odzt dzA 6 CI dzf G

po ! YyIFEATL Jé NAO2ft SE2NJ 0A LldzyOiStS ONRGA
Points¢ HACCP).

cO !'YIFfATIl 2LISNIOATAGNOAACHRABEPDdzf dzA o1 F T I NF

7) Analiza pericolelor preliminare (Preliminary &talzAnalysig PHA).
yO LSNINKATFNBI 0A FALfGNI NSF NRAOdzNRf 2 NI
9) Instrumente statistice de sprijin.

{ SOoAdzySI ¢
LYGSaNI NBI YIyYyF3aASYSyhdz dzi NR & Odzf dzA  r
ny AYRdZAGNRS 6A 2LISNIoAA RS NBI
17.al yI ASYSy (dzf N & QetAdkA Syl SR 203¢S yLANERE O SGil f Q- (NF
ok 18§ 6(37\7\3/0)\T)\C)S A LN} OGAOS I|GdzyOrA OnyR Sa
' YSENO® -F B dz®OxNYy R G ny AYINRBRdAzZOSNBIZ dziAf ATl
caitNOAA ydz Fydz SITN 26fA3F0Al AYRdZAGNARSA RS
YIEYyEFEISYSyld STAOASYG Ff NR&Odz dzAi ny R2YSyA dz



YIEA AYTF2NXYIFEGSE LRFGS |-é7\z|dzNJsz|h§rYsryé|NJBNJ$>/Y®§
OF LI OAGIEGSE O2YLI yASA RS I NBT2f @1 NXaOdzNR £ S
RS &dzZINI SIKSNBE RANBOGN RAY LI NIGSE | dzi2NRGNT
R2YSyAdzZ Odzd dzNINOdzd A LRT KBBlF YIA SFAOASYGN | N

18. L y & (1 NHzA NB | LISNE2Y € dzf dzA  y3rara Fdnd n
NEIf SYSYyiGFNBE Odz LINARGANBE fI LINROSaStS RS YlIyl
odzy N nyoStSaSNB | LINRPOS&aSt 2N RSOAT A2yl fS oA

R2YSyAdzZz OFft AGNDAAO®

19.al yI 3SYSyddzZ N®XaoOdz dziA n
trebuie documentat adecvat. Anexa Il al prgzé S A l ySE 2FSNN SESYL
dz At AT I NBI LINROS&dzt dzi RS YI)/IEI Ysyij I £ N&XaOc
L1234 FA dziaAZ AFHYIS RABINEHNV NG 2LISNI ODAA FIF NXYIOS
lustrativA I NJ f AaGF ydz GNB0dzAS O2yaARSNIGN RSFAYA
AyaidAriddza y2A OSNAyoS FFroN RS OSNAyoStS NB3IES

209ESYLX S LISYyidiNHz AYRdzZZAGNAS O6A 2LISNIOAA RS

a)Managd Sy Gidzf OF ft AGNDA A

209 ESYLX S LISy i{dNHz 2LISN}oOAA O6A | OGABAGNDA RA

a) dezvoltarea,;

o0 £20 RS LINPRdzODASZ SOKALI YSy(d o6A dziAf Al

c) gestionarea materialelor;

RO LINRRdzODAST

S0 O2yiNBf RS fIA8NDPAANI OA GSadlkNBIF a0l oAt

30 FYolFLfFNB O0A SUAOKSGFNB®

229ESYLX S LISyidNHz 2LISNIoAAftS RS NBIfSYSyidalN

0 T OGABAGNDA RS AyalLlSOoAS o6A SO fdd NBo

23.0y GAYL) OS RSOAT AA RS NBILSYSyidlNbB @2\
OAABLINBI 0O2Ydzy N I L LIAAE 2N RS YIylF3aSYSyi
YINBE nyONBRSNB NB OA LG LINBRY2@I f dzf
NEIfSYSyiGlFNB LIS ol
RS LREtAGAOA OA 3TIKA
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Anexa |
la anexa 17 la Ghidul privind buna
LIN} OGAON RS Tl oNAOKD
(GMP) de uz uman

METG 9 L Lb{¢w!a9b¢9 59 a!b! D9a9b¢ ! |

I OSFadN FySEN | F2adG StFo2NXIN LISydNdz |
NEFSNAYON Odz LINAGANB I dzyStS RAYOUNB Avyail Nz
NEIft SYSyilGlNBAIRTE S Ny IYE NI &SYSydddf NR&Odzt dz
NEFSNAYyON | dz F2ai y fdzaS LISYGNHz I aLINR2AYA
' ydzYAlG AYyadaNHzyYSyao !éél-éﬁl- ydz SadS 2JidA & ON
SEA&AGN AYyaidNHzySyidsS &l dz aSiGdz2NA RS AyaidNdHzySyli
ySOSaAGN 2 LINPOSRAANN RS YFyl3SYSyd Ff NRXaoOd

I.1 Metodele de facilitare a managementului riscului
Unele dintre cele maiimple tehnici utilizate de obicei pentru a structura managementul
NA & Odzf dzA LINAY 2NHIFYAT I NBF RIFIGSt2NI 6A FI OAf Al



w RAFANI YSES RS ¥Ff dzE

w F2AfS RS OSNATAOINB

w A0KSYIFGAT I NBIF LINR OS & dzf dza

w RALF INISYWFS OO dalRNE y dzY A G S 00LAE KRAALFFINT YRA | LIANKE AV 01
RS LISsGSe0v

Ldn ! yIEfATI STFSOGSEt 2N Y2RI f AUGNQRMERAINI RS S¢

Ca9! O60ST A L9/ cnymHO FaA3daNN SgI f dzt NBI
p05|b|IuIefectalacestoraasupralrejzf GFGSEt 2N 0Akal dz LISNF2NXI YOS,
Y2RIft AGNDAES RS S6S0Ox &S LRFdGS NBOdAdz2NHS tF+ O

NBERdAzZOSNBI &l dz O2yiNRf dzx SOSOdz2NREf 2NJ L2 GSYiOAL f
I LINRPOS&dzf dzZA ® Ca9! O2yaiN RAY RAGATINBIF YSi
LI2G FA 3ASadA2yloAd 94GS dzy AyaildNdzySyid STAOol
S6SOz | FFEOU2NART 2N O NB |d@eRdpibbabila dleFuBdr astefde S 6
S6SOdzNA @

Domenii posibile de utilizare

Ca?9! L2 4GS FA dziAfATFGN ny &o02 Lz LINK 2 N
I OGADBAGNODAE 2NI RS O2y GNPt |t NA & Odzt dzA &

Ca9! a8 LRFGS L)X AOIoAt I9AS GSA L2V SiySi SdzOoAAE AT I
2LISNI OAA RS FLIONAROIFIDAS oA | STFSOGSEt2NI I O0Sai
ARSYUAFTAON StSYSYyiGStSk2LISNIoAAES RAY OF RNHz
utilizai S OF o T N LISYdNHz LINPASOGINB &l dz ny NBI A
repartizarea resurselor.

Ldo !'YIEEATEF SFSOGSEt2NI O0A | yAODSE dzf dza Ol
Mode, Effects and Criticality AnalystsFMECA)
FMEA gl 6S TA SEdGAyaN |adFSt nyOnid aN nyoz

O2yaSOAYOSt2NE LINRPOoFOATAGEFGSE F LI NR OAss astid OS &
NYZANIYyFEATN  STSOGSEt 2N 6A YFMECAS vdzi IBEA60DNIPENKUO
SFSOGdzr NBF dzySA adGd¥FSt RS IylFrftAl Sz (GNBodzA S
Ca9/! LRIGS ARSYGAFAOI ny OS 20 LRFGS TFA

YAOO02NI NBI  NA&OdzNA f 2 N

Domenii podbile de utilizare

OY AYRdAzZAGNRALF FIFNXYIF OSdziAONZT Ca9/! (NSO dzA
NA & OdzNRA f 2 NJ I-aQOAIGS Odz LINPOSasStS R |

(/))
+|

Ca9/! NBIdzZ iGN 2 all NSOINBf FZ2RONARSINAES &
Ot FAaAFAOINBI | OSaG2N) Y2RIFf AGNDA LIS 6T NARa&O
Lon ' yYEFEEATEF FNB2NBf dzxFTRS S6SO o Cl dz
L)fél'jNJ:izYSyﬂdzf cCe¢! O0@ST A L9/ cmnupO SaasS 2 |
proddza &l dz LINPOSad ! OSaid AyadNHzySyid S@F € dzsSIHT N
LlJdziny R ny |OStlFo6A GAYLI 6A O2YoAyl OFdd S Yd
wST dzf G GStS adzyid NBLINBIT Syl §SREAIB S FANN] | dA AZ
I ND2NBfdzA O2YoAYylFloAAfS RS Y2RIFIfAGNODA RS Sbo
af{!' ¢ SGOdOd Cc¢! a8 o0FTSITN LS nyoSt S3ISNBL!

factorilor cauzali.
Domenii sibile de utilizare

Ce! LBRFGS FA dziAfATFAON LISYdNHz I &dGF06Af A
dzAf AT FON ny Ay@SadAaalr NBF NBOfFYIDAAT 2N &l dz
 0Sadi2Nr OA LISYyidNHznYo daySNuINé’DR\EN(I\zIﬂJS TINB®defi dzd 8
LIN2EOfSYF OA ydz @2NJ ONBF FEtdN LINRBof SYN O6RS



LINPOof SYNOD ylFEATF I NP2NBftdzA RS S6S8S0O SaidsS dz
OF NB YL A Adetfbé\C) Sldﬁe NOLOINB Ot SYIF RFEGNO® wST dzf GF (
Y2RIfAGNDAEt 2N RS S06S0O0® aSi2RIF SaGS dziAt N | dr
programe de monitorizare.

Lopd !'yFEAT L LISNRO2f il 2N 6A Lidzy OGSt

(Hazard Analysis and Critical Control PoigtslACCP)
L/ /t SaidsS dzy AyaidNHzySyd aradaSYFdiAaAox LINEI
OA &A3JdzNI yol LINRPRdzadzf dzA 6 @ST A 21 h ¢S()Ky7\ Ol f
G N N I LJX AON LINAYOALIAA GSKYAOS OA 0O
O2Yy GNRfdzf NRARAOdzNAE 2NJ &4l dz O2yaSOAYDSAKkO2yaSOA
RSGSNXAYIGS RS LINRPASOUGI NBarea m&dBdm@rietori | NB I I LINE
11/ /7t O2yaGN RAY dzN¥N@G2FNBES o6F LGS SilFLISY
MO STFSOGdzZ NBIF dzySA FylFfAT S | LISNRO2t St 2NJ
SGFLIN F LINRPOSa&adz dzA T
2) determinarea punctelor critice de control;
3) stabilirea limitelor critice;
4) stabilirea unui sistem de monitorizare a punctelor critice de control;
pUv adloAfANBIF | OoAdzyAf 2Nl O2NBOGABS O NB
Tl LWdz ON LidzyOdStS ONRUAOS RS O2ydNBEt ydz &dzy
6) stabilirea sistemului care MA FA ON Fdzy QoA 2y NBF SFAOASY (N

TO a0lFo0oAfANBI dzydzA aAa0SY RS LINAGNI NB | ny

Domenii posibile de utilizare

IV / /7t LRFGS FA dziAfATIGN LISYGNdz | ARSYGAT
OKAYAOS OAYODXABABDAOZY Ul YAYI NBEIF YAONRBOAZ2E 23A(
OFNB nyoSt SISNBI YSRAOIYSyldzZ dzA &l dz I LINR OS3

identificarea punctelor critice de control. Analiza HACCP are ca rezuﬂrfaE MYl DA S
YEYEFEISYSyd Ff NRARAOdz dziAi OF NB dz0dzNBFT N Y2y Al 2
FIONROFIFDAS RINIJOGA ny FEGS FrH1 S £S OAOf dzf dzA

Loc !'yEFEETATEF 2LISNIO0AfAGNDAA LISNR
(Hazard Operability AnalysisHAZOP)

HAZOP (vezi IECY6y HUO &S oF T SFT N LIS 2 (GS2NRS O2y¥:
Ol dzl 1 i1S RS RSOGAIFTDAA RS I AYydSYyoAAftS LINBASOC
RS ONIYAYAG2NNYAYI ny OGSRSNBI Ak A &GN R £ &)
G/ dOAyHBEBE ORS SE® abdzEs dal A YdAZ Gé¢x a!ti
LI N} YSGNRE 2NJ NBt SOl yoA O6RS SE® O2yil YAYI NB
L2 GSYOoAlFf St 2N RSOAIIDAA RS {LINRRSAOGAE [dMBD | yRZSND
SOKALIN RS LISNB2FIYS Odz SELISNASyoN OFNB | 02
YSRAOFYSyldzZ dzi o6A LIS O ai

L
C 0 d;
Domenii posibile de utilizare

St It L AONNRA | OS
Il 1 %ht &S LRIFGS | L)X AOFOfLNRAOB aBIf @ NB RNENAFAI 6 NA
O2y (NI OG Oni O6A Fdz2NYyAT 2NRAf 2NE SOKALI YSy (St 2N
I OGAGN O6A Odz YSRAOI YSyhdzZ @ Oy AYyRdzZaGNAI T N
peri £ St 2NJ LINA GAYR &A3JdzNI yol LINRPOS&dzZ dzAd /| OA
RS 2LISNIODAA ONRGAOS LWLISYGNHz YIFyYylF3aSYSyddzZ  NIR:
LJdzy OG0 St 2NJ ONRGAOS ny LINRPOS&adzZ RS FTIONROIFIODASO

1.7 Analiza prelimf NN LISNRA O2 ¢ dzf dzA 61 I T I NJ
Operability Analysis; HAZOP)



t ! SaisS dzy AyaluNHzYSyid RS FylLFfAT N Ol NB
Odzy 20 Ay oSt 2N FYiSNA2I NB RSOAydziS Odz LINR A N.
pericole viitoare, ad A (1 dzF DAAEf 2 NJ LISNA Odzt 2 4SS O6A | S@GSYyA)
SaliAYl NS LINROFOAEf AGNDAA RS LI NADAS | I OS
YSRAOIYSYy(G aldz aAadSY® LyaidNHzySyldzZ (ORgRafiaNNI
FLIENROAS | S@SYAYSyldzZ dzA RS NRAOZ HU Fy ATl

AaNYNGNOAA OFNB | NJ Lidzi S NBT dz G 6A o0 2 Ofl a
NYGNB 3INIGAGIRS BRI NNBAS O0AX A GBSRSYGATAOF NBI
Domenii posibile de utilizare

t1 ! LRFGS FA dziAtN ny OFTdzA FylFftATl SA aArad
ny OFNB O2yRADAAES nYLASRADWNBdzi AYILH 12+ NNSIP  FafSHiZ
G202RFGN fF LINRPASOGINBI YSRAOIYSyldz dzAiz I LJ

tipurilor de pericole privitoare la tipul general de medicament produs, apoi pentru clasa de
YSRAOI YSy (i SLISy/Al Njlzy YBRYIOF YSyildzt ny Ol dd Nd t |
LI NDdzNBE dzf LINAYSE 2N SiGIFLIS 1S RST @2t GNNRAA dzy
RSGFEAAETS LINPASOGdzZ dzA  al dz £ LINR OSRdAzNA fcd RS
LINEOdzNB 2NJ f dzy2NJ adGdzRAA dzZf G SNRA2F NBd® Oy VY2R
dzf 6 SNA2NJ Odz ft4S AyadNdzy¥SydS RS YIFyl3aSySyi
aSOoAdzySo

Loy /[t AAFAOINBI O6A FAEGNINBI N

Clasificare 6 A FAEf GNJ NBI NA&OdzNAf 2 NJ saué 2 YSiz

It AAFAOINBF NRAEOdNNAE 2N OF NB LINAGSA0 aAalsSys
O ydAdlrUGAGA 6A OFtAUlFUGADA OYdz/ &l NHASPE NBE RN EX
dzy SA nY G NBONNR LINAGAYR NR&AOdzZ ny Onid RS Ydz
AYLX AOFDA ny NARaOdz NBaALISGHAPOI NIOSdzfi AON | BS 2
poate fi utilizaN LISy & Ndz Of I &A FAOF NBI NAR&AOdzZNRAf 2 NP & CAf
dl dz NBRdzOSNBE | yA@StdzZ dzAi RS NARAO>X LG FA dziA
la obiectivele managementului sau politicii.

Domenii posibile deutilizare

aSi2RI RS OflF&aAFAOFNSE OA FAEONIN
dldz RS AYRdzZONRS LISY G NHz LINR2NRGAT I NS
AYyaLISODAAL 2Nk dzRA U dzNR £ 2 NI (& Shiy2 REEISORISE O
LI2 NI 2 F2 € A dzt RS NA&OdzZNAR O6A +f O2yaSOAyYyDO
F2f2aAYR dzy aAy3adzNJ AyAadNHzySyiaoed /fFaixFiol |
SOl t dzl NBF ¢ XigNKi @& AA OFyYyGAGEFEIGABN + NRAOdzNAf 2
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LyadaNdzySyasS adaldaraaaosS ad
Ly aidNdzySy i f a0FGAaUGAOS LRU ALNRZ2AYA &
Sad Sl LJ2 0 LIS NI AlG SR ISI0S tt ANINEH 2 BRFN OA IS y & Nl 6 A
RFGS OA dz0dzNBFT N fdzr NBF dzy2NJ RSOAT AA
GNHzYSyaGS adlriaAadAosS dziAftATFGS ny Y2R 26
(|) Grafice de aatrol, de exemplu:
- grafice de acceptare a controlului (vezi ISO 7966)
-ANF FAOS RS O2yiNRBf Odz YSRAS INAGYSGAON 06A
- grafice de sume cumulative (vezi ISO 7871)
- grafice de control shewhart (vezi ISO 8258)
-mediedind A ON L2 Y RSNJ G N
(ii) proiectarea de experimente (Design of ExperimerixOE)
(i) histograme
(iv) diagrame Pareto
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(v) analiza de capabilitate a procesului.

Anexa Il
la anexa 17 la Ghidul privind
odzyl LN} OG4AON R
medicamentelor (GMP) de wanan
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YIEYlF3ISYSyd It NAR&aOdz dzi ny R2YS ydadizteglehentaie ON D A 7
G2F30S 10SaidSkx &aSt SOoAl |ydzYAd2NI AyadNHzySy i S
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