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EBPAUINCKIWIA SKOHOMUYECKIW COHO3
MWHWUCTEPCTBO 3[PABOOXPAHEHWSA PECTYBJINKW BEJTIAPYCh

COOTBETCTBUS MPOM3BOACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHUAM NMPABJT HALNEXALLEW NMPOU3BOLACTBEHH
EBPA3UINCKOIO 3KOHOMMWYECKOI'O COKO

Ne GMP/EAEU/BY/00490-2026

Cpok aeiictus ¢ 16 auBapa 2026 r. no 15 siHBaps -
" . K
Bbinan no uroram nposeneHus dapmalieBTHYECKOH HHCIEKLUU ome@:mnu ¢ [lpaBunamu
nposeaeHus (papMaLeBTHYECKUX WHCMEKLUMH, YTBEPXKIESHHbIMH n%a? Cogetra EBpasuniickoii
XS

IKOHOMHUECKOH KOMUCCHH OT 3 HOs1Ops 2016 r. Ne §3. O

. &
MuHucTepcTBO 3apaBooxpaHeHus Pecnybnuku benapychb s o

(monHoe 1 COKpaLIEHHOE HAHMEHOBAHMUS Y1104 Hﬂor@prana)
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NOATBEPNKAAET CIIEAYIOLIEE: <

npoBEACHA d)apmaueBaneCKaﬂ HHCNCKUHA 0\(27
OTKPbLITOIO aKLIHOHEPHOTI'O O6LU,€CTBa «HecBmxc Oﬁ@leﬂ,l/lul/]HCKHX npenapaTos»

(noaHoe HaUMEeHOBaHUE JINTONS)
PecnyOnuka benapycb, MuHckas o61., Hec KHH p=h, ¢/c HECBIKCKHH, 1. Anbba,
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Ha OCHOBAHWHU: S

i Benapych ot 2 nekabpst 2025 r. Ne 1468 «O06 |
KH py

OpraHW3aLlHi UHCIIEKTUPOBAHUY. (g)

Ha ocHoBaHWM CBeAEHUI, MOMyUEHHbIX @el-mn MHCMEKTUPOBAHUS, MOCIIENHEE U3 KOTOPBIX
Obi10 mposeaeHo ¢ 13 suBaps 20 nosxA6 supaps 2026 r., yCTaHOBJICHO, UTO [aHHOE
(dapmaLieBTHUECKOE  MPOU3BOACTBO T@cmye’r TpeboBaHusiM  [lpaBunl  Hajgnexauieh
MPOU3BOACTBEHHON NMPAaKTHKH EBp@«) KOHOMMYECKOr0 CO103a, 3KBUBaeHTHBIX [Ipunuunam n
PykoBoactBy EBponefickoro co H;}ﬁnemameﬁ NPOW3BOJACTBEHHON MPAKTHKE JIEKAPCTBEHHbIX
CPEACTB /11 MEAULIMHCKOFO U BETep Hagﬁoro npuMeHeHus u npuHuunam CUcTeMbl COTPYIHHUYECTBA
dapmauesTrueckux nHcnekuui (PIC/S): :

Hacrosiumii ceptudukar o aeT .€TaTyC NMPOU3BOJICTBEHHON MOLIAJKH HA MOMEHT MpPOBEEHHS
(apmaLieBTHUECKOH WHCTIEKIMM W HO MCTeueHuW Gosiee 3 JIeT OT JaThl MOCAEAHEro AHsS NOC/ENHEro
MHCIIEKTUPOBAHHS HE w& ThCSl JOKYMEHTOM, CBUAETEJIbCTBYIOLLUM O CTaTyCe COOTBETCTBUS.
Cpok aeiicTBus cep@rcmg\@momﬂ ObITb COKpalleH NpU MCMONBb30BAHUM COOTBETCTBYIOLLMX
NPUHLMIIOB  YIIpaB puckamMu TNpU HaIMYMK COOTBETCTBYIOWIEH 3amucH o0 3Tom B none

«OrpaaneHnﬂ Oﬂ(‘)\.' TCIAbHBIC 3aMCTKH, KacarolHecs obnactu NPUMEHEHHUA HACTOALLCTO
Q
S

cepTUdUKaTay,

Cepruduxk @ca Qz;%ﬁcmmenbﬂbm B Clly4ae MpeACTaBleHHUs BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JINCTOB, 110 on@renbﬂux JIUCTOB).

AyTCHTlQb (@HMHHOCTB) HacTosilero ceprtudukaTa MOXKHO MNpPOBEPUTH B 0Oase NaHHBIX
MuHucTepeT @upasooxpaneﬂuﬂ Pecnybnuku  benapycb, pacnonoxeHHOH mo  aapecy:

BimsAmingd s?}}\\j\ez}w Lyvirvidiva-spetsialistov/lekarstyennaya-politika/farmatsevticheskiv-inspekiorat-

mintsierstya-adavookhraneniya/index. php (P p ceptudpurkaros GMP EADC).

Ecnu cepg?ﬂmxaT He MpeacTaBieH yKka3aHHOW  0a3e [JaHHbIX, ClielyeT oOpaTuThcs B
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1. TIPOU3BOJICTBEHHBIE OIEPALIMU — JIEKAPCTBEHHA A TTPOJIYKLIU A

CrepuibHas NpoayKIius
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1.1.2. Ilogsepraemast pUHUILHON CTepuamu3alny (onepauru o6paboTKH JUIsl ClEAYIOUINX

NeKapcTBEHHBIX (Popm):
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1.1.2.1. XKunkune nexkapcrseHHble popMbl 6obluoro odbema

1.1.2.2. Xunkue nexapcrBeHHble POpMbl MaJIOro oObeMa
1.1.3. Boinyckarowmii KOHTPOJIb KauecTsa (BbIMYCK CEPHH)

1.4.3. Tlpouee
KOHTPOJIb KauecTpa
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XpaHEeHUE MaTepHalioB U NPOAYKLUHUH

c/c HecBuxcku
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1.5.2. Bropuunas ynakoska
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1.6.1. MukpoOnoaoruyeckue UCrbiTaHus
1.6.3. Xumnueckue (HU3MUECKUE) UCTIBITAHUS,

cTepH

€CKas 4YucTora

MUK

1.6.2. MUKpOOGHOIOrHYECKHE UCTIBITAHUS
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1.6.4. buonoruueckue ucrbITaHUs
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