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OMS309/2013

BHyTtpennuit Homep: 347388 Kaprouka sokymenTa

Varianta in limba de stat

Pecny6anka Monaosa
MMHHCTEPCTBO 3JPABOOXPAHEHUSA

ITPHKA3 Nr. 309
ot 26.03.2013

06 yTeepkaennn npasua Haanexames
NpOH3BOACTBEHHO#H npakTHKH (GMP)
JIEKaPCTBEHHBIX CPEACTB 1A YeN0BeKa

Ony6nukosaH : 12.04.2013 B Monitorul Oficial Nr. 75-81  crarea Ne : 399 Jlara BcTymieHus B
cuy : 12,04.2013

B cootBeTcTBHH CO CTaThett 18 3akoHa 0 nekapcTax Ne 1409-XIII ot 17 nexabps 1997 r.
(Monitorul Oficial al Republicii Moldova, 1998 r., Ne 52-53, cr. 368), ¢ nocneayrommumMu
M3MEHEHWAMH H IononHeHHAMY, [Moctanosnenuem [apnamenra Pecry6nnkn Monmosa Ne 1352-
XV ot 3 okrabps 2002 r. 06 yTBEpKAEHHH rOCYAAPCTBEHHON NOMHTHKH B 06MacTH JIeKapCcTB
(Monitorul Oficial al Republicii Moldova, 2002, Ne149-150), lopoxkHoii KapTolt AreHTcTBa N0
nexapcTaM Ha 2012-2014 roant «PeopMHpOBaHHE CHCTEMBI PETYTHPOBAHHS B 0GNACTH NIEKAPCTB
H MEJIHLIMHCKOro 06opyaoBanHay, yTeepxaeHHoH Pacniopsxenuem Ipasyrenscrsa Ne 28-d oT 11
anpens 2012 r., lMocranoBnienuem IMpassrenscraa Ne 71 ot 23 aHBaps 2013 r. 06 yTBepKIACHHH
Tonosxerns 06 opranH3aumMH U GyHKLMOHHPOBAHHH, CTPYKTYPH H npenenbHolt mrarHo#
YHCJICHHOCTH NepCOHANA ANCHTCTBA N0 JIEKAPCTBAM M MEAHLAHCKHM H3NCABAM, TYHKTOM 9
TTonoxenus 06 opraHM3anKH M GyHKLMOHHPOBAHHH MHuHHCTEpCTBA 31paBOOXpaHeHHA,
yrBepxkactHoro IocranosnenneM ITpasutensctsa Ne 397 ot 31 mas 2011 r., a Taloke B LeAX
obecreueHms KauecTsa, HPheKTHBHOCTH H GE30NACHOCTH JIEKAPCTS, NpOM3BOAMMBIX B PecriyGnuke
Monnosa, [TPUKA3BIBAIO:

1. Y1Bepaurs:

1) npasuna Haanexame#t npoussoacTeeHHOM npaktuk# (GMP) nexapcTBEHHBIX CPEACTB LA
yenosexa (MpuioxkeHHe Nel);

2) obpaseu CepridHKata 0 cOOTBETCTBHH NpaBitam Hannexamelt poHsBoaCTBeHHOM
npakTHKH (GMP) nexapcTBEHHBIX CPEaCTB AN YeoBeka (NPUIOKEHHE Ne2).

2. YCTaHOBHTS MIECTHMECAYHBIH CPOK 1A BHEAPEHHA pasin Hamiekame# TIPOU3BOACTBEHHON
npakTkH (GMP) nekapcTBEHHBIX CPEACTB 1A YenoBeKa B PecmyGnuke MomioBa co aus ux
OIryGNHKOBaHHA.

3. DKOHOMHYECKHM arcHTaM, ABMAIOMHMMCS MPOU3BOUTENIAMH ICKAPCTBEHHBIX CPEACTB B
Pecniy6nnke Monnosa:

1) obecnieunts BHeApeHHe npasun Hamnexamei Npon3BoACTBEHHOM npaxtaku (GMP)

JIEKapCTBEHHBIX CPEACTB A HeIOBEKa 3a CYET COOCTBEHHBIX (PHHAHCOBBIX CPEACTS;

2) NpHOCTaHOBHTH AEATENBHOCTD MO MPOH3BOACTBY IEKAPCTBEHHBIX CPEACTB A0 NOIY4EHHA
Ceprdukara o cooTeTCTBHH NpaBwiaM Haanexxawe#t nponssoacTBeHHoH npaktuky (GMP)
JIEKAPCTBEHHBIX CPEACTB JUIA HENOBEKa MOC/E HCTEHEHHA CPOKA, YKa3aHHOTO B ITyHKTE 2
HacTOALLEro NpuKasa. .

4. AreHTCTBY MO JIEKAPCTBAM H MEOMIUIMHCKHM H3ICTHAM:

1) u3nats 1 omy6amkoBate B Monitorul Oficial al Republicii Moldova PykoBoactso no
Haanexame#t npoussoactseHHo# npakTuke (GMP) nekapcTBEHHBIX CPEACTB MIS Y€/I0BEKa;

2) seinaBath CepTHHKAT 0 COOTBETCTBHH NMpaBunaM Hamnexawei npoussoacTeseHHOM
npaktuki (GMP) nekapcTBeHHBIX CPE/ICTB 1A 4eNOBEKa MPOH3BOAHTENAM JIEKAPCTBEHHBIX
CPEeACTB, KOTOPHIC COOTBETCTBYIOT TpeGoBaHHAM npasun Hamiexalne# Npou3BoACTBEHHOM
npakTHkH (GMP) nexapcTBEHHBIX CPECTB A4 HE0BEKA, H3NOKEHHDBIX B PHAOKEHHN Ne 1;

3) NpHBECTH B COOTBETCTBHE C HACTOSIIMM NPHKA30M CBOH BEOMCTBEHHBIE HOPMATHBHEIE aKThl.

5. Hactosmuit npHka3 BCTynaeT B CHily co AHS omyGnHkoBaHua B Monitorul Oficial al Republicii
Moldova.

6. KoHTpo/Ib HCMIONHEHHA JAHHOTO NMPHKA3a BOJIOKHTH HA 3aMECTHTENS MHHHCTPA r-Ha
OxraBnana 'pama.

Tpunoxenue Nel

k [Tpukasy MuHHCTEpCTBa 30paBOOXpaHEHH

Ne 309 0126.03.2013 1.

MMPABHJIA

Hapnexame#t nponssoncreennoft npakruku (GMP)
JIEKAPCTBEHHBIX CPEACTB AJIA Y&/I0BEKA

Hacrosmue npaswia Hannexame#t npon3poactseHHo# npaktnki (GMP) nekapcTBeHHBIX
CPEACTB A1 HeNOBEKA CO3Aal0T OCHOBY Ins mpuMeHeHHs Jupektuent 2003/94/EC Epponeiickoro
IMapnamenTa 1 CoBera no yCTaHOBIEHHIO KOMMYHHTAapHOTO Koza oT 8 okT#6ps 2003,
yCTaHaBIHBAIOMEH NMPHHLMMK H HaNpaBAeHHA OTHOCHTENbHO Hamnexame# MpoH3BoACTBEHHOA
[PAKTHKH B OTHOIICHHH JIEKAPCTBEHHBIX CPE/CTB JUIA YENIOBEKA H HCCIELYEMbIX IEKAPCTBEHHBIX
CPEACTB JUIA HeNoBeKa, orybnnkoBaHHoH B OduumansHoM xypHane Esponefickoro Coobmecrsa
(JO) Ne L 262, 14/10/2003, c. 22-26.

Pa3nen 1. OcnoBunie TpeGoBaHHS

1. TTpaBuna Hamnexamelt npon3ssoacTeeHHol npaktHku (GMP) nekapcTBeHHBIX CPEACTB IR
yenoneka (B nansHefimem ~ [IpaBuna) ycraHasnHBaioT TpeGOBaHHSA K MPOH3BOACTBY H KOHTPONIO
KaueCTBa JIEKAPCTBEHHBIX CPEACTB 1A YENOBEKA H HCCIEAYEMBIX JICKAPCTBEHHBIX CPEACTB AN
Ye/loBeKa. .

2, B HaCTOSUIHX NpaBWiIax HCMOJB3YIOTCA ClIEMYIOLIHE TEPMHHB! H OTIPEACNEHHS:

obecneyenue kayecmsa nexapcms — COBOKYMHOCTh BCEX OPraHH3AUHOHHBIX MEPONPHATHH,
NPEANPHHATHIX B UEJIIX 06ECIIEYEHHS TOrO, YTO JIEKAPCTBEHHBIE NPENapaThl HiIH HCCeTyeMble
JIEKAapCTBEHHBIE MPENAPATH! YAOBICTBOPAIOT TPEGOBAHHAM KAY€CTBA, ONPECIACMBIM HX
npeHasHAuYCHHEM;

HAONENCAUAR NPOUIGOOCMBEHHAA NPaKIRuUKa — 4acTh MeporpuaTHit no obecneyeHHIO KayecTsa,
rapaHTHPYIONIHX, YTO MPOMAYKLHIO NOCTOSHHO MPOH3IBOIAT H KOHTPONHPYIOT N0 CTAHIAPTaM
KayecTBa, COOTBETCTBYIOUIMM €€ NPEAHA3HAUCHHIO,

KOOUpOSaHue ~ HAMEPEHHOE COKPHITHE Ha3BAHHA HCCIIEAYEMOTO JIEKAPCTBEHHOTO CPEACTBA B
COOTBETCTBHH C HHCTPYKLIMAMH CTIOHCOpA;

KOMMpORb — BCE NEHCTBUA N0 MPOBEPKE COGMONCHHA THUAMH, NIOMICKAIHMH KOHTPOJIIO,
TNONI0XKEHHH 3aKOHOIATE/NBCTBA, OCYIIECTBIACMBIC ATCHTCTBOM M0 JIEKAPCTBAM H MEIHUMHCKHM
H31eHAM (B AasibHeftmeM — ATEHTCTBO), HaneleHHEM GYHKUHAMH KOHTPOIA;

packoouposanue — PacKpHTHE HA3BaHHA 3AKOAHPOBAHHOTO MPOMYKTA,

npou3ssooumens — BIalC/CLL paspeilcHHA Ha IPOM3BOACTBO;



uHcnexyus — OLICHKA %n.:Ow:S TIPOH3BOACTBA JIEKAPCTBEHHBIX CPEACTB VLA YEIIOBEKa Ha
OCHOBAHHH 3aAB/CHUSA NMOMYHEHOrO OT MPOU3BOAHTE/IA, B COOTBETCTBHH C HACTOAILHM NPHKA30M H
Pykosoactsom no Haanexamett npoussoactseHHo npaktuke (GMP) nekapcTBeHHBbIX cpeacTs
JUI8 YEN10BEKaA,

YNONHOMOYeHHOe NuYyOo — JINLO C BHICUIMM YHUBEPCHTETCKHM (apMalieBTHHeckuM o6paszoBaHHeM,
obnanaloiee MPaKTH4E€CKHUM OMNBITOM vumo.ﬂz Mo MEeHbIIEH MEpE ABa roaa Ha OJHOM HIIH
HECKONIbKHX NMpPEeANpHATHAX, MMEIOLHUX pa3pelieHHe Ha NPOH3BOACTBO JIeKapcTB, B o6nacTH
KaYeCTBEHHOTO aHaN3a JIEKAPCTBEHHBIX NPENapaToB H KONHYECTBEHHOTO aHANH3a AKTHBHBIX
cy6cTaHuuil, a TakoKe B OTHOIUEHHH NPOBeAEHHS HEOGXOAMMBIX HCTIBITAHHA H NPOBEPOK A
rapaHTHpOBaHHsA KaueCTBa JIEKAPCTB, HEOGXOAMMBIX JUIS BbLAAYH PaspEllEHHs B POH3BOACTBO

HMIOPTHPYEMOTO ChIPbS H BHIAYH Pa3pelliCHHs Ha Peanv3auHio KaxaoH Npou3BeICHHOM CEPHH;

. JexapcmeenHoe cpedcmeo — 0GoeE BEMECTBO HIH KOMOHHALIA BEIECTB, NPEAHA3HAYEHHbIX

JUIR NiedeHHs Wik npodunakTuku 3aGonesaquit y uenoseka; wiu mo6oe BEWECTBO HIH
KOMOHHALMA BEMECTB, KOTOPHIE MOTYT GbITH Ha3HAYEHB! JU1A YCTAHOBJICHHA AHACHO3a HIIH JUIA
JieYeHHA, KOPEKLHH MK H3MeHEHHA du3HoNOrHYeckHx QyHKIHHA y Yenosexa;

JexapcmeenHoe cpedcmao OnR uccredoeanuii — dapmauesTHyeckas ¢popma aKTHBHON
cy6cTaHUMH MK niaue6o, KOTOpas HCMBITHIBAETCA HITH HCNONB3YETCA B Ka4ECTBE 3TANOHA B
KIHHHYECKOM MCC/IEIOBAHHH, BKITIOYaA CPEACTBA, U1 KOTOPBIX YK€ MOMYy4EHO pa3pelicHHE Ha
PHIHOYHYIO PEaIH3ailHIO, HO KOTOphiE HCMONb3YI0TCA i odopMnaiores (Gopma BeITycKa WM
YNaKOBKa) HHEIM 00pa3oM (OTIHYHBIM OT paspewieHHoi dopmbi) THGO KOraa 3TH cpeacTna
HCNONB3YIOTCA T10 TOKA3aHHAM, HE YKa3aHHBIM B Pa3pEICHHH, HIIH KOTAA OHH NPHMEHAIOTCA U
noy4eHHs AONONHUTENLHON HHpOpMaLIHH o paspeweHHoH Gopme.

Pazaen 2. Hucnexnuy U KOHTPOJIb

- 3. AreHTCTBO MO JIEKAPCTBaM H METHIIMHCKUM H3JE/HAM, B COOTBETCTBHH C YTBEPKACHHBIMH
NpOLCAYPaMH, OLICHHBACT YCJIOBHA MPOH3BO/CTBA JICKAPCTBEHHBIX CPE/ICTB NMOCPEACTBOM
BBITOJIHEHHSA MHCMIEKUHH, a npH Heo6GX0AHMMOCTH 3anpamHBaeT y JIaGopaTopHH Mo KOHTPOO
KauecTBa MeAMKaMeHTOB (B AanbHelmeM ~ JIKKM) npH AreHTCTBE WiIH Y ApYroit HasHaueHOH ans
3THX LieeH 1abopaTopHH BHNONHEHHE HEOOXOAHMBIX TECTOB Ha 06pasuax.

4. DTH HHCTIEKLMH MOTYT GBITH NPOBEACHHI MO 3aMPOCY APYTHX FOCYAAPCTBEHHBIX OPraHoB.

5. ATrEHTCTBO BHINOHACT HHCMEKLMH Y NPOM3BOANTENCH HCXOAHOTO CHIPBS H JIEKAPCTBEHHBIX
CPE/ICTB HA OCHOBAHHH NOJYYEHOro 3a4BNCHNUA OT MPOH3BOAMTENA.

3atpatsl, CBA3aHHbIE C NPOBEACHHEM HHCMIEKUMHA, GyAyT NpoleHH 32 CHeT NPOH3BOANTENEH Ha
OCHOBAHUM TapH(OB B COOTBETCTBUH C 3aKOHOAATENBHEIMH H HOPMATUBHBIMH aKTaMH.

6. UHCcnekuuH 0CyeCTBAAIOTCA HHCIIEKTOPaMH ATEHTCTBA, KOTOPHIE YNIOTHOMOYEHBI:

1) HHCTIEKTHPOBATH NPOH3BOACTBEHHBIE 30HBI, 30HBI XPAHEHHA H AHCTPUOBIOLIMH
NpoH3BOANTENEH IEKAPCTBEHHBIX CPEACTB HIH NeHCTBYIOMIMX BEMIECTB, BCNIOMOTATENBHBIX
BEIIECTB, HCMONMB3YEMBIX B KA4€CTBE HCXOAHOTO CHIPHA, & Takke 1abopaTopHH, HCTIONb3yeMBIE
BJIQZIENBLIEM Pa3pemeHHs Ha IPOH3BOACTBO. ATEHTCTBO Ha OCHOBAHHH pemenus KoMuccnu
JIEKapCTB MOXKET NOTPeGOBATH HHCNEKTHPOBAKHE YC0BHIt TPOH3BOACTBA JICKAPCTBEHHBIX CPEACTB
3apy0CKHBIX NPOH3BOANTENICH;

2) oT6Hpath Npo6b, BKHOYHTENBHO C LEIbIO NPOBEACHHA HE3aBHCHMOTO KoHTpoas B JIKKM
npH Ar¢HTCTBE HAH B 1aGOpaTOpHH, HA3HAYEHHON ATCHTCTBOM UIA 3TOM LEnH;

3) npoBEpATE BCE IOKYMEHTH, OTHOCAMIMECS K MHCTIEKUHH.

7. ATCHTCTBO B HCKTIOUHTENIBHBIX CTy4asAX H NPH HATHYHH COOTBETCTBYIOIIErO OGOCHOBAHHUS
MOXET Pa3pelHTL NPOH3BOAHTEIAM JICKBPCTBEHHBIX npenaparoB Pecmy6aukn Monnosa
TMPOBEICHHE OMPEACNCHHBIX CTAANI MPOH3BOACTBA H/WITH ONPECICHHBIX BHAOB KOHTPONS
Ka4ecTBa TpeTbeH CTOPOHON (CTOPOHHMMH OpraHM3alMAMH). B Takux cirywasx KOMNETEHTHHE
YNOJTHOMOUYCHHBIE OpraHbl JO/DKHB! TIPOBECTH MPOBEPKY B HA3HAYEHHOH CTOPOHHEH OpraHM3aLMH.

8. B uensx oueHkH cobmoneHns npasun Haanexxame# npon3BOACTBEHHOMN MPaKTHKH
AreHTCTBO BHINONHACT HHCNICKLMH Y MIPOH3BOAHTENCH HCCIICTYEMBIX JICKAPCTBEHHBIX CPECTB.

9. ina HHTEpNpeTaUMH NPHHUMNOB K npasun Hannexameti npoH3BoAcTBEHHOH NPaKTHKH
NPOM3BOJHTENH H ATEHTCTBO JO/KHBI OOPaTHTLCA K NETATH3HPOBAHHLIM ITPaBHIaM,
npexycMoTpeHHbIM B PykoBoactse no Haanexaimeit npousBoacteeHHol npaktuke (GMP)
NEKapCTBEHHBIX CPEACTB JUIA YEN0BEKa, YTBEP>KACHHOM IIpHKa3oM AreHTCTBA M0 JIEKapCTBaM H
MEIMUMHCKHM H31ENHAM. .

10. B uenax npoBeacHHsA HHCMEKUMH AreHTCTBO MOXET 3alpalliHBaTh KOHCYIbTalHH
KOMIMETEHTHBIX MEXIyHapoaHsix opraHoB (OMS, EMA, FDA, PIC/S).

11. AreHTCTBO MJIAHHPYET H OCYLIECTBIIACT MPOBEPKH, A B CAYHac BLIABICHHA HapymeHuH H/HIH
OTK/IOHEHHH OT [TpaBul NPOBOIMT NPOBEPKH G€3 MPEXBaPHTENLHOTO YBEAOMCHHA
npou3BoaHTENeH NCHCTBYIOIMMX BEUIECTB, HCNONb3YEMbIX B KA4ECTBE HCXOAHOTO ChIPbA, HIIH
NPOU3BOAHTENEH JIEKAPCTBEHHBIX CPEACTB JUIA YENOBEKA B COOTBETCTBHH ¢ 3akoHOM Pecry6nuku
Monaosa Nel31 ot 8 mions 2012 r. 0 rocyaapcTBEHHOM KOHTPOJIE NMPEANPHHUMATENBCKOH
DEATENLHOCTH.

Pasnen 3. CoorBercrBHe HopMam Hannexauieii npon3BoacTBeHHOH NPAKTHKH

12. TpousBoaHTENb NODKEH 06CCMEYHBAT MPOBEICHHE BCEX MPOH3BOACTBEHHBIX OnepaLyit B
COOTBETCTBHH ¢ HopMaMH Hajiexaie# nponssoacTeeHHoM npakTiky ¥ Paspemennem Ha
NPOH3BOICTBO. JTO MONOKEHHE TAIOKE JOKHO NPHMEHSATHCS K JIEKAPCTBCHHBIM MpEnapaTam,
npeaHa3sHauYCHHBIM TOJIBLKO JULA IKCTIOPTA.

13. B OTHOLIEHHH 1€KAPCTBECHHBIX TPENAPATOB H HCCICIYEMBIX IEKAPCTBEHHBIX TIPENaparos,
MMIOPTHPYEMBIX M3 PYIHX CTPaH, HMNOPTEP AO/DKEH FapaHTUPOBATH, YTO NPOAYKIMS
MpOM3BE/icHa B COOTBETCTBHH CO cTaHaapTamu Hamnexame npoH3BoACTBEHHOM NpaKTHKH,
TpeGoBaHHA KOTOPHIX N0 KpaftHel Mepe He HHXKE YCTaHOBNEHHbIX B Pecny6nike Monnosa.

14. KpoMe TOro, HMIopTep JIeKapCTBEHHbIX NPENapaToB JOKEH rapaHTHPOBATD, UTO 3TH
NPOXYKTHI MPOH3BEACHBI NPOH3BOAHTE/LIMH, KOTOPBIE HMEIOT COOTBETCTBYIOMICE PA3PEILCHHE HA
npoH3BOACTBO. MMMOpTED /1IEKapCTBEHHBIX MPENapaToB A0/DKEH rapaHTHPOBATh, YTO NPOAYKUHMA
6bia MpoH3BeACHA TEMH NPOH3BOAMTENSMH, O KOTOPHIX YBEOMIICHE! YTIOMHOMOYEHHBIE OPraHbl H
KOTOpbl€ NMPH3HAHB HMH JUIA BHINOJIHEHHA 3TOM 3aaa4H.

Pasgen 4. CooTBeTcTBHE PErHCTPANHOHHOMY CBHAETE/ILCTBY

15. ITpou3BoaMTeNb JODKEH FrAPAHTHPOBATH, YTO BCE NMPOM3BOICTBEHHbIE ONEPALIMH B
OTHONICHHH JICKAPCTBEHHHLIX MPETIapaToB, YIOMAHYTHIE B PErHCTPAUHOHHOM CBHACTENLCTRE,
BBINOJIHAIOTCA B COOTBETCTBHH C TOH HHGOpMaLHeHt, KoTopas MPEACTABIICHA B 3aABKE HA
nomy4eHHe PerucTpalOHHOrO CBHACTENBCTBA, NPHHATOH KOMNETEHTHBIMH YIIOTHOMOYEHHBIMH
OpraHamH.

16. B ciydyae HeceyeMBIX IEKapCTBEHHBIX NPENapaToB MPOH3BOAHTEND NOKEH
rapaHTHpPOBATh, YTO BCE NMPOH3BOACTBEHHDLIC ONEPALIHH OCYIIECTBIIAIOTCS B COOTBETCTBHH C
nHdopmanmeit, conepxaimeiica B 3asBKe, MOJAHHON CNOHCOPOM H YTBEPKICHHOM
YNOAHOMOUYECHHBLIMH OPraHaMH.

17. Iepen HauanoM KakHx-1H60 KIHHHYECKHX HCCAENOBaHHMH CMIOHCOP 00%3aH NPEACTABHTL B
ATEHTCTBO 3asBJICHHE Ha BLLAAYY Pa3pelICHHA HA HX BHINONHEHHE, YTBEPKIAEMOE
COOTBETCTBYIOMMM 06pa’oM. .

18. Ipou3BoaHTE b JODKEH PErYAPHO COBEPIICHCTBOBATE METOAM NPOH3BOACTBA B
COOTBETCTBHH C JOCTHXCHHAMH HAYYHO-TEXHHYECKOTO Mporpecca H paspaboTkoi HeeneayemMoro
JIEKAPCTBEHHOTO CPE/ICTBA. .

19. Ecnu He06X0aHMMO BHECEHHE M3MEHEHHIt B PerncrpaunonHoe nocke (PerucTpalHoHHOe
CBHMJCTEILCTBO) HIIM NONPABKH B 3ajBKY Ha Pa3peicHHE MPOBEACHHA KAKHX-THOO KTHHHYECKHX
HCC/ICIOBAHHIA, TO 3aABKA HA H3MEHEHHA JOKHA OBITh NojaHa B ATeHTCTBO.

Pasnen 5. Cucrema obecneuieHHA Ka4ecTBR

20. IMpoM3BOAHTENS AOJDKEH CO3ATH H BHEAPHTH 3 PEKTHBHYIO CHCTEMY 00eCIEeHCHHA KauecTBa
NIEKapCTB MPH aKTHBHOM YYaCTHH aIMHHHCTPALHH H NEPCOHAA PasIHYHbIX 3aAHCTBOBAHHBIX

cmyx6.



Pa3nen 6. IlepcoHan

21. B uensax obecneyeHns KauecTBa JIEKAPCTB NPOU3BOAMTENb HAa KKIOM NPOH3BOACTBEHHOM
Y4acTKE NOJKEH HMETh AOCTATOYHOE KOJIHYECTBO KOMIIETEHTHOIO U xww.::e:—p:voww::o_. 0
nepcoHarna.

22. O633aHHOCTH YNIPaBAIOLIErO H KOHTPOIHPYIOLIErO NEPCOHANa, BKIOUas YNoAHOMOYEHHBIX
/ML, OTBETCTBEHHBIX 32 BHEAPEHHE U BHINOJIHEHHE CTaHnapToB Hamnexaineit npon3BoACTBEHHON
NPaKTHKH, AODKHbE GBITH H3NOXKEHBI B IO/DKHOCTHBIX MHCTPYKUMAX. MepapXHueckne OTHOEHHs
AO/DKHBI GBITh OTPAKEHBI B OPraHM3aUMOHHON cxeMe. OpraHH3aLMOHHBIE CXEMBI H IOHKHOCTHBIE
HHCTPYKLIHH YTBEPXKIAIOTCA B COOTBETCTBHH C BHYTPEHHHM PacliOpAAKOM MPOHU3BOLHTENS.

23. INepconan, ynoMaHYTHIH B 1. 22, N0/KeH GbITh HANEEH JOCTATOMHBIMH MONTHOMOUHAMH A
NpaBHILHOTO BHITIONHCHHSA CBOHX O0S3aHHOCTEH.

24. TepcoHan N0mKEH NOMYYHTH NEPBOHAYANBHOE H NPOXONHTH AaibHelimee 06y4eHHE
noarsepxaacMoi 3¢ HeKTHBHOCTH, BIITIOUAIOIIIEE, B YACTHOCTH, TEOPHIO H NPAKTHKY 1O
TMPUMEHEHHIO KOHUENUiH obecneueHnd kavecTsa 1 Hawnexaneli nponsBoacTBeHHON NPAKTHKH H
My HEOGX0JMMOCTH YacTHBiE TPEGOBAHHA K POH3BOACTBY HCC/IEMYEMBIX JIEKAPCTBEHHEIX
npenaparos.

25. JlomkHs! 661Ts paspaGoTaHkl H COGMIONATECA POrPAMMBI 110 THIHEHE TPy,
aIIaNTHPOBAHHBIE K OMPEENEHHBIM BUAAM ACATENLHOCTH. DTH NPOrpaMMBI BKIIIOHAKOT MPOLIEAYPHI,
OTHOCAIIHECA K 3NI0POBLIO, THTHEHE H OJEA#UIE TIEPCOHANA.

Pazaen 7. Ilomemenns 1 o6opyaosanue

26. TToMemeHKA ¥ NPOU3BOACTBEHHOE 0GOPYIOBAHME ClIEXYET PACTONAraTh, NPOEKTHPOBATS,
KOHCTPYHpPOBATh, NpHCNOCabTMBaTE H IKCILTYaTHPOBATH TAKHM 00pa3oM, YTOOBI OHH
COOTBETCTBOBANH NMPOLEAYPaM, 1A BBIMOJHEHHS KOTOPHIX MPEAHA3HAYEHE!,

27. TomeimeHus ¥ NPOU3BOACTBEHHOE 0GOPYIOBAHKE CIIEAYET PACNONAraTh, IPOECKTHPOBATH H
3KCIUTYaTHPOBATH TAKHM 06pa3oM, UTOGE! CBECTH K MHHHMYMY PHCK OMHKOGOK, a Takoke 06eCnIeuHTs
3hbeKTHBHYIO OUHCTKY H KCILTYATalHIO, KOTOphIE NMO3BOJIAIOT H36€KATh KOHTAMHHALHH,
NEPEKPECTHON KOHTAMHHALMH H BooSmie moGoro He6NaronPHATHONO BO3NEHCTBHA Ha Ka4eCTBO
MPOXYKLMHH.

28. [Momemenna 1 060pyNOBAHAE, NPEAHAIHAYCHHBIE UIS TIPOU3BOACTBEHHBIX onepauuit,
BJIHAIOMHX HA Ka4€CTBO MPOAYKLMH, JO/DKHEI OHITH COOTBETCTBYIOMUM 06pasoM
KBATH(HIMPOBAHEI M NPOATH OLEHKY.

Pasnen 8. loxymeHTauuns .

29. TpoM3BOAMTENb OJDKEH CO3AATH M NOLIEPKMBATE TAKYIO CHCTEMY JIOKYMEHTAUMH, B OCHOBE
KOTOPOH JiexKaT crieutHKALMH, NPOH3BOACTBEHHBIE PELENTYPHI, HHCTPYKUMH 110 06paboTke H
YNaKoBKe, METOHKH H IPOTOKOJIB, PACMPOCTPAHAIOMIHECA KA ONHCAHHBIC B HUX pasfHYHbIe
TMPOH3BOACTBEHHBIE OTEPAUMH. JJOKYMEHTEI IODKHBI GBITH YETKO H3/I0KEHB], HE COLEPXKATh
OmHOOUHBIX CBENCHHH H CBOEBPEMEHHO NcpecMaTpHBaThCA. [TPOMIBOMUTENIO CAIEHYET 3apaHee
PaspaGaTsBaTL MECTOMKH NPOM3BOACTBEHHEIX ONepatyi H yCOBHI 06LIErO XapaKTepa HapATY CO
CneuHaIbHLIMH JOKYMCHTaMH Ul NPOM3BOACTBA KAXKIOH CepHH. 3TOT KOMILUIEKT A0KYMEHTOB
DOJDKEH JABATE BO3MOXHOCTD NPOCNEANTS HCTOPHIO NPOH3BOACTBA KAXKION CEPHH M H3MEHEHHA,
BHECEHHBIE BO BPEMA paspaboTKH HCCMEMyeMOro IEKapPCTBEHHOTO Npenapara.

30. B crydae HEKOTOPBIX JICKAPCTBEHHBIX TIPENapaToB JOKYMEHTALIMA Ha BCIO CEPHIO JOIDKHA
XPaHHTBCA He MCHee OZIHOro roJla Nociie HCTeYEHHA CPOKA FOJHOCTH 3TOH CEPHH WM HE MeHee
TIATH JIET NOCIE CepTHQHKALMH B 3aBHCHMOCTH OT TOr'0, Kakol cpok 6onbime.

31. B cirydae HEKOTOPHIX HCCIIEAYEMBIX JIEKAPCTBEHHBIX NPENAPATOR NOKYMEHTALIS HA BCIO
CEPHIO IO/DKHA XPAHHTECA HE MCHEE NATH JIET MOCAE OKOHYAHMA HIH OGHUHAIBLHOrO MPEPHIBAHHA
NOC/IEAHETO KIHHHYECKOTO HCABLKIAHHA, B KOTOPOM OBLIH HCIIONB30BAHM JIEKAPCTBEHHEIE
npenapaTs AaHHOA cepuH. CrioHcop Wi Bianenel PerncTpaiuMOHHOTo CBHAETEbCTBA, €CTH OHH
pasHbie, JO/DKHBI HECTH OTBETCTBEHHOCTE OTHOCHMTENBHO COXPAHHOCTH AOKYMEHTALIMH, B
COOTBETCTBHH C PErHCTPALIHOHHBIM CBHACTE/NBCTBOM, AHANHTHYCCKHMH,

($apMaKOTOKCHKONOrHYECKHMH W KITHHHUECKHMH CTaHAAPTaMH M NPOTOKO/IAMH, OTHOCRILIHMHCA K
HCTIBITAHHAM JIEKAPCTBEHHBIX CPEACTB, ECIH NOTpe6yeTca 1A NOCeAYIOWIErO NONYYEHHS
PeructpaloHHOro CBUACTENLCTBA.

32. Bo Bcex ciryuasx, oco06eHHO KOF/a JIEKapCTBEHHbIE NPenapaThl BHITYCKAIOT 1A peanH3aliH,
YNOJTHOMOYEHHOE JIHLO JO/DKHO 3aBEPHTh B PETHCTPE HIH 3KRHBAJIEHTHOM JOKYMEHTE,
npeayCMOTPECHHOM 1A 3TOH LENH, 4TO Kakaas CE€pHA MPOH3BEACHA H NMPOBEPE€HA B COOTBETCTBHH C
.SUGOOHQIEZ: OTpPACEBBIX HOPMATHBHBIX AKTOB H B COOTBETCTBHH C VQESEEO:—._EZ
CBHICTE/ILCTBOM JIEKAPCTBEHHOTrO cpeacTha. Takoi perucTp Wik SKBHBANCHTHbIA JOKYMEHT
Heo6X0AMMO BECTH 10 OKOHYaHHA BLIMONHEHHS BCEX ONEPaLnil H XpaHHTD Ui MPELOCTABACHHA B
PpacnopsKcHHE CTYKalHX AreHTCTBA B TCYEHHE CPOKA HE MEHee 5 JIeT.

33. Ecnu BMECTO IOKYMEHTOB B MHCHbMEHHOH (JOpMe HCMONB3YIOTCA INEKTPOHHBIE,
tdoTorpaduueckue win apyrue cucTeMs! 06pabOTKH JaHHBIX, TO NPOM3BOAMTENb CHauYaNa AOKEH
MPOBECTH BATHIALHIO 3THX CHCTEM, YTOOBI I0Ka3aTh, YTO JAaHHbIC Gy XyT COOTBETCTBYIOLINM
06pa3oM XpaHHTBCA B TEHEHHE BCero TpeGyeMoro nepuoza xpaHeHus. JlaHHsle, XpaHaALIKecs B
3MIEKTPOHHBIX CHCTEMAX, JOJDKHBI GbITh NOCTYNHDI B yN06GHOH i uTeHHA opme 1
NPEACTABJIATLCA YNOJTHOMOYEHHBIM OpraHaM no Hx Tpe6osanuio. [aHHbIe, XpaHALIHeCs B
3NEKTPOHHBIX CHCTEMAX, JO/DKHBI OBITH 3ALMIIEHE! OT YTEPH HIH NOBPEXKACHNA HHPOPMaLMH C
HCNONB30BAHHEM TAaKHX METOJIOB, Kak XyOnHpoBaHHeE, CO3aHHE Pe3EPBHBIX KOMHUHA WK NEpeHOC B
JPYTYIO CHCTEMY XPaHEHHA; Taloke HEOOXOAHMO NOMNEPKHBATE (aliiibl, OTCACKHBAIOMINE
ZIBHXKCHHE JOKYMCHTALHH. ‘

Pasaen 9. Ilpon3BoacTso )

34. PaznuyHbIe ONEpaLH TEXHOIOTHYECKOTO Npoliecca A0MKHBI MPOBOAMTHLCA N0 3apaHee
pa3paGoTaHHBIM HHCTPYKLIMAM, METOIHKAM 1 B CooTBeTCTBHH ¢ Haanexame# npomssoacTBeHHOM
npakTuko#. JIna npoBeaeHHs KOHTPONA B MPOLECCE NPOU3BOCTBA ClEayeT HMETh
COOTBETCTBYIOMIHE CPECTBA H B JOCTATOHHOM KOJIHYECTBE. Bee OTKIOHEHHA OT mpouecca
MPOH3BOACTBA H NE(HEKTH JEKAPCTBEHHBIX NPEIapaToB CACAYET JOKYMCHTHPOBATb H HCCICAOBATD
B NOJNIHOM o0BeMe.

35. Bo u3bexkatne nepekpecTHON KOHTAMHHAUHH H YTAHKLB! NODKHE! GBITh MPHHATSI
COOTBETCTBYIOMME TEXHHYECKHE HIH OPraHH3aLHORHBIE Mephl. B cydae HecnemyeMbIx
JIEKapCTBEHHBIX MPENapaToB 0c060e BHUMAHHE JOJDKHO YAENATECA 0OpaCHHIO ¢ MPenapaTaMu BO
BpeMs H Nnocne onepauni No KOAHPOBAHHIO.

36. B ciyuae ¢ nexkapcTBEHHBIMH NpenapaTaMH J1i060e HOBOE MPOM3BOACTBO MK CEPhE3HOE
H3MCHCHHE MpOLIECCa MPOH3BOACTBA JIEKAPCTBEHHOIO NpenapaTa A0/DKHEI NPOHTH BATHAALMIO.
BakHbie 3Tanbl NPOK3BOACTBCHHOTO NPOLIECCA CIEAYET C PErYAAHOCTHIO NOBTOPHO BATHAMPOBAT.

37. B ciyuae ¢ HeceyeMbIMH JIEKApCTBEHHBIMH ApEnaparaMi MPOH3BOACTBEHHEIH MPOLECC
ZoJDKeH 6bITh BATHAMPOBAH KAK MOXKHO NOJTHEE, YYHTHIBAA CTAZHIO paspaboTkH npenapara. [To
MeHbIel Mepe HauGonee BaKHbie CTAAMH MPOLIECCA, TAKHE KaK CTEPIIM3ALMSA, JODKHB! NPOKTH
BaHaauMio. Bee aransi cosnaHua H pa3spaGoTKH NPOH3BOACTBCHHOTO MpOLiecca AOMKHBI GbITh
3a0KyMEHTHPOBAHB! B MOJIHOM 00BEMe.

Pa3zen 10. KosTpoab kauecrsa

38. [pou3BoAKTENb AODKEH OPTAHH30BATD M NOMICPKHBATS CHCTEMY KOHTDO/S KayecTsa,
KOTOpas 10/DKHA ObITE HE3aBHCHMONR OT NMPOLIECCa NPOM3BOACTBA H BO3INIABIATLCA JIHUOM C
Heo6XoMMO# KBauTHHKaLHEH.

39. 310 JMUO JOIDKHO HMETH B CBOEM PACNOPHKEHHH WIH HMETB AOCTYN K OZHON WIH
HECKOJIBKHM JTaGOPATOPHAM MO KOHTPOJIIO Ka4CCTBA, HMEIOLIMM COOTBCTCTBYIOIHHA WITAT H
060pynOBaHHE As MTPOBEACHHA HCOOXOAMMBIX TIPOBEPOK H HCMBITAHUH CHIPBS, YTIAKOBOYHBIX
MaTepHaNoB, NPOMEXKYTOYHON H rOTOBOH MPOXYKUHH.

40. OTHOCHTENLHO JIEKAPCTBEHHBIX NMPENapaToB, B TOM YHCIe HMNOPTHPYEMEIX H3 APYTHX CTPaH,
MOXXHO HCIIOJIE30BATh KOHTPAKTHHIC 1aGOpPaTOPHH B TOM Cly4ae, €C/H 3TO Pa3peilieHo
TNOJIOXKEHHAMH HacToAmuX ITpaBun.



41. OTHOCHTENbHO HCCIIENYEMbIX JIEKAPCTBEHHBIX NPEMNAPaTOB CNOHCOP AO/DKEH y6eauThes, YTo
KOHTPAKTHas 1abopaTopus co6moaaeT TpeGOBaHHA, YIOMAHYThIE B PErIaMEHTE 0 paspeicHuy
NPOBEACHUA KIIHHHYECKHX HCCNIEAOBaHHH NEKapCTBEHHBIX CPEACTB, YTBEPIKICHHBIE
KOMINETEHTHLIMH OpraHaMH. EC/iH npenapatsl MMNOPTHPYIOTCA M3 APYIHX CTPaH, aHANUTHYECKHH
KOHTPOJIb He 00A3aTeNEH.

42. Bo Bpems NPOBeAEHHS 3KIIOUHTENBHONO KOHTPOJISi FOTOBOM NPOLYKUHH Nepen ee
BHINYCKOM IS PeaH3allii HWIH AMCTPUOBIOLHH TGO I8 UCMIONB30BAHHA B KITHHHYECKHX
HCIIBITAHUAX, CHCTEME KOHTPOJII KAYeCTBA HEOOXOAHMO Y4eCTh B IOTIO/THEHHE K AHANNTHYCCKHM
Ppe3yAbTaTaM BCKO OCHOBHYIO HHPOPMALIMIO: YCIOBHS H3rOTOBJIEHHA, PE3yIbTaThl KOHTPO/LA B
npoLecce NpoOM3BOACTBA, MPOBEPKY NPOH3BOACTBEHHOM AOKYMEHTALHH H COOTBETCTBHE
APOAYKLMH €€ CNEIHPHKALHAM, BINTIOUAA OKOHYATENBHYIO YTIAKOBKY.

43, O6pasiibl roToBOH NPOAYKIMH KBKIOH CEpHH CIEYET XPAHHTH HE MEHEE OIHOTO rOAa rnocne
HCTEYCHHA CPOKA FOJHOCTH.

44, B ciyuae HEKOTOPBIX MCCIIEAYEMBIX JIEKAPCTBEHHBIX MPENapaToB HEOGXOAUMO JOCTATOHHOE
KONHYeCTBO 06pa3LioB kaxao# cepuu HepacdacoBaHHOH MPOAYKLHH H OCHOBHbIX KOMIIOHEHTOB
YNaKOBKH, HCTIONB3YEMBIX JUIA KXIOH CEpHH rOTOBOMH MPOLYKIMH, XPaHHTL MO KpaltHe#t Mepe B

“TE4CHHE IBYX JIET NOC/]IC OKOHYaHHA WIH Oev_::gv:o_d NpEPHBAHUA NOCJICAHETO KIHHHUECKOro
MCITBITAHHA, B KOTOPOM MCIIO/Ib30BANACh JaHHas CepHi, B 3aBHCHMOCTH OT TOr O, Kakoft mepHoa

MPOJIOJDKHTEIBHEE.

45. OBpa3sLbl HCIOMB3YEMOT0 B NPOLIECCE NPOM3IBOACTBA CHIpbA (KPOME PacTBOpHTENeH, ra3os H
BOZIb) HEOOGXOMMO XPAHHTE HE MEHEe JIBYX JIET MOC/IC BHITYCKA MPOXYKUHMH. DTOT NEPHOA MOXKET
6BITH COKpAUIEH, €C/TH CPOK HX CTAGHIILHOCTH, YKa3aHHBIH B COOTBETCTBYIOMIEH cneunukauuy,
MeHblme. Bee 3Th 06pasiibl JODKHBL GITh AOCTYNHE [UIA HHCTICKTHPOBAHHA HIIH KOHTPOIA
COTpYOHHKaMH ATCHTCTBA.

46. o cornameHHIo ¢ ATCHTCTBOM NPOU3BOANTENb MOXKET YCTAHOBHTS ApYroi nopsaok or6opa
H YCNIOBuU# XpaHeHHs Npo6, CRIPbA H ONpEAECHHEIX TEKAPCTBEHHBIX MPENapaToB,
TNPOM3BOAAMIMXCA B CAMHMMHBIX MK MAJIBIX KONHUCCTBAX, €C/IH HX XPaHEHHE MOXeET TpcGoBaTh
0coOBIX yCIOBHH.

Pazgen 11. {enTeAbHOCTD MO KOHTPAKTY

47. Jio6as npoH3BOACTBCHHAA ONCPALMA WIH Onepaums, CBA3aHHas ¢ NPOH3BOJCTBOM, KOTOpast
OCYIIECTBAAETCA N0 KOHTPAKTY, PETYAHPYETCA MHCBMEHHBIM KOHTPAKTOM.

48. B KOHTpaKTe AOJDKHE OBITh YETKO ONpeleNeHbl OTBETCTBCHHOCT CTOPOH H, B HaCTHOCTH,
cobmoaenne Haanexaueit npon3soACTBEHHON NPAKTHKH HCTIOJIHHTEIEM, & TalKe OrOBOPEHO,
KaKHM 06pa3oM YIOJTHOMOYEHHOE JTHIO, OTBETCTBEHHOE 32 BHLAAYY Pa3pellicHHA Ha peaH3alHio
K&XKIOH CEpHH, ODKHO OCYIIECTBIIATH CBOH 00A3aHHOCTH.

49. UcTioHUTEND HE NOJDKEH 3aKimodars Cybnoapaast Ha moGylo paGoTy, nepeaanHylo eMy
3aKa34HKOM, 6€3 MHCHMEHHOIO paspelieHHA 3aKa34HKa.

50. McnonsuTens A0/bkeH cOGMONATS NPHHUMIB M npaskia Haanexameit npou3soacTseHHoH
NPAKTHKH H GbITh NPOMHCNEKTHPOBAH ATEHTCTBOM B COOTBETCTBHH C Pa3e/ioM 2 HACTOAIIErO
JOKYMEHTa. .

Pa3aen 12, PexsiaMantiH, oT36IB NPOAYKIHH H PACKOJHPOBAHME B IKCTPEHHLIX CIYYRRX

51. B cnyuae ¢ TeKapCTBEHHBIMH MNpenapaTaMH POU3BOAMTEND JO/DKEH CO3AaTh CHCTEMY
NPOTOKO/IMPOBAHNA H NPOBEPKH PEKNaMalHit Hapaly ¢ 3peKTHBHOM cHCTEMOH OT3HIBA, GhicTpOro
H B MOGOE BpeMs, JIEKAPCTBEHHBIX NPENAPATOB K3 CeTH pacnpeacneHnd. JlioGast pexnamaLms o
nedexTe NOMKHA GBHITH 3ANMPOTOKOMHPOBAHA H HCCICAOBAHA MPOU3BOIHTEIICM.

52. IMpoussoayTeNs AOMKEH MPOHHGOPMHPOBATE YNOMHOMOUCHHBIA OpraH o moboM Aedexre,
KOTOpEI}t MOXXET NPHBECTH K OT3HIBY NMPOAYKLHH HIH OrPAHHUCHHIO e¢ NocTaBkH. [TpH
BO3MOXHOCTH CJICAYCT YKa3aTh CTpaHy Ha3Ha4CHHA MOCTABKH.

53. B cimy4ac HCCCAYCMBIX JIEKBPCTBEHHBIX NPENapaToB MPOH3BOAMTEIh COBMECTHO CO
CTNIOHCOPOM JO/DKHBI CO3/IATH CHCTEMY MPOTOKONHPOBAHHA H NMPOBEPKH pekiaMauMil Hapsaxy ¢

3¢ dexTHBHON CHCTEMOI! OT3bIBA, GHICTPONO U B MOGOE BPEMS, HCCNIEAYEMBIX JIEKAPCTBEHHBIX
CPEIICTB, KOTOPHIE YoKe NOCTYNWAH B CETh AUCTPHOBIOHMH, a Tatoke HHPOPMUPOBATE ATEHTCTBO 0
KaXaOM aedexTe, KOTOPbI MOYKET NPUBECTH K OT3bIBY NMPOLYKLHH HIIH OTPAHKUEHHIO €€
MOCTaBKH.

54. B cyuae HcCNeIyeMBIX TEKapCTBEHHBIX NPENapaTos AOKHbI GBITH yKa3aHbI BCE
KnHHHYecKue 6a3bl HCCCAOBAHHA H, €CJIH BO3MOXXHO, CTpaHbI Ha3HACHHA nocTaBoK.

55. B ciyuae MCClielyeMOro JIEKapCTBEHHOTO NMPENapara, Ha KOTOphi BbLIaHO
PerucTpaunoHHOE CBHAETENBCTBO, NPOM3BOAHTEND HCCIEAYEMOTO JICKAPCTBEHHOrO Npenapara
ZOJDKEH BMECTE CO CTIOHCOPOM HHGOPMHUPOBATH BIAMC/bLA PErHCTPaHOHHOrO CBHICTENBCTBA O
KaKIoM aedexre, KOTOpbIA MOXKET OTHOCHTBCA K 3aPErHCTPHPOBAHHOMY HCXOJHOMY Npenapary.

56. CoHcop JO/DKEH CO3AaTh CHCTEMY OBICTPOrO paCKOAMPOBAHHS 3aKOXHPOBAHHBIX
MPEnapaTos, KOIla 3T0 HEOOXOAMMO AUIA MX GHICTPOro OT3LIBA, B COOTBETCTBHH C MYHKTaMH 53-55.
CroHcop AO/MKEH rapaHTHPOBATh, YTO NPOLEAYPa HIEHTHGHUMPYET KOAHPOBAHHEIE POAYKTHI
HacTONMBKO, HACKONIBKO 3TO HEOGXOAHMO.

57. Bnazenen; PernCTpalMOHHOTO CBHAETENBCTBA HA JIEKAPCTBEHHOE CPEACTBO 00%3aH
He3aMeUHTENLHO CO00MmaTh AreHTCTBY O JIIOGOM ACHCTBHM, PEANPHHATOM HM 11
NPHOCTAHOBNEHHS PEATH3ALMH HITH H3BATHA H3 MPOADKH JIEKAPCTBEHHOIO NpENapara, a Takke o
NPUMHHAX, HA OCHOBAHHH KOTOPBIX MPEINPHHATEL TAKHE MEPHI, €CITH 3TO HMEET OTHOLIEHHE K
3¢ )eXTHBHOCTH JIEKAPCTBEHHOrO MPENAapaTa KK 3alllTe 310POBbA HACEICHHA.

58. B ciyuae BEISBIIEHHS Wi COOOmEHHA 0 Ae(EKTaX KaueCTBa AFeHTCTBO H3JaET NPHKa3k! 06
OT3LIBE JIEKAPCTBEHHBIX MPENAPATOB H OMyGIHKOBHIBACT HX Ha BeO-calire AreHTCTBa.

ATEHTCTBO €KEr0HO MyOHKYET CIIHCOK OTO3BAHHBIX HITH 3aNpEMICHHBIX JIEKAPCTBEHHBIX
npenapatoB B Pecry6anke Monnosa.

Pa3nen 13. CaMOHHCICKIIHR

59. TpoM3BOAMTENb AO/DKEH NPOBOIHTH PEryApHbIE CAMOMHCTICKLMH, COCTAB/IAIOMME HacTh
CHCTEMBI 0GECTICHCHHSA KauecTBa, TG CIEAMTS 32 BHINOTHCHHEM H I06POCOBECTHBIM
oTtHomeHHeM K Hamnexainet NpoH3BoACTBEHHON PAKTHKE H Npenarat Heo6xoanMele
KOPPCKTHpY1omHe Mephl. CeZyeT BECTH MPOTOKOJIbI TAKHX CAMOMHCTIEKLIM H MOGHIX
MOCAEAYIOMMX KOPPEKTHPYIOMHX AcHCTBHI.

Pa3znen 14. Mapkuposka

60. B cyuae McceTyeMBIX IEKaPCTBEHHBIX NpenapaTtoB MapKkHpOBKa JI0DKHA FAPAHTHPOBATH
3AMHTY HCTILITYEMOTO H OTC/IEXKHBAEMOCTS U1 00CCTicHEHHs HACHTHHKAUHH npenapara |
MCTIBITAHMA, 8 TAKKE JUIA 00ecTIeueHHA HAUIEKAIETO MPHMEHEHHA HCCIEAYEMOTrO JIEKAPCTBEHHOTO
npenapara.

anexa nr.2



