EBPA3UMNCKUI DKOHOMWYECKHWI COI03
MUWHVCTEPCTBO 3IPABOOXPAHEHUS PECITYBJIMKU BEJIAPYChH

CEPTU®UKAT
COOTBETCTBU: TPEBOBAHUSIM ITPABWJI HAJIJIEXKAIIEN [TPOU3BOICTBEHHOM
TTPAKTUKY EBPA3UMCKOI'O SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/BY/0140-2022
Cpoxk neiterus ¢ 27.01.2022 o 26.01.2025

Breiman mo wmToraM mpoBeneHus (GapMaleBTHYECKOM HHCIEKINW B COOTBETCTBUHU C
ITpaBuiiamu npoBeneHus hapMaleBTUUECKUX MHCTICKITHIA.

MunncrepcTBo 3npaBooxpanenus PecryGiuku Benapych moaTBepskaaeT cienyomee:

IpoBeJieHa (hapMalleBTUUECKas HHCIICKITHSI
SwissCo Services AG

(HOHHOC HanMMCHOBAHHUE l'IpOH3BO,LIHTCJ'lH)

Bahnhofstrasse 14, 4334 Sisseln AG, Aargau, Switzerland

(ampec MPOM3BOACTBEHHOM TUIOMIAKH)
Ha OCHOBaHMU MuHHCTepCTBA 3/1paBooxpaHeHust Pecry6imku Benapycs ot 22.12.2021 Ne
1634 «O npoBeneHuy MHCIIEKTUPOBAHNS» C U3MEHEHHUAMH COTVIACHO MPHUKa3y oT 27.12.2021

Ne 1664.

Ha ocHOBaHUM CBeneHuif, MOJIyYEHHBIX Ipy MPOBEACHUM (hapMaleBTHUECKON
MHCTIEKIUH, TIOCJIEAHSSA U3 KOTOPEIX Oblla mpoBeneHa B meprox ¢ 24.01.2022 mo 27.01.2022,
CUMTACTCA, YTO NAHHBIM (apMaleBTHYECKUil IIPOU3BOIUTENb COOTBETCTBYET TpeOOBaHUAM
IIpaBu HajIeKalel IPOU3BOICTBEHHOM IIPaKTHKH EBpazniickoro 3K0OHOMHYECKOI0 COI03a.

Hacrosmmii ceprudukar orpaxaer craryc HpOU3BOACTBEHHON IUIOMAIKA Ha JaTy
IPOBEIEHNA (papMalleBTHUECKOM HHCIIEKIMY U II0 UCTEUECHNH 3 JIET C JaThI IIPOBEICHUS STOM
(bapMaleBTHUECKOW MHCIEKIUA HE JOJDKEH NPUHAMATECS B KAdyecTBE JOKYMEHTa,
CBUICTCIILCTBYIOLIETO O CTaTyce COOTBETCTBUA. CpoK NeicTBUS cepTU(hUKATa MOKET OBITH
COKpAIIICH WJIK PACIIMPEH IIPY UCIIOIb30BAHUN COOTBETCTBYIOLUIUX MPHUHIMIIOB YIIPaBJIEHH
pUCKaMHU TMpH HAJIMYUHM COOTBETCTBYIOMIEH 3amucu 00 3ToM B mose «OrpaHudyeHus WiH
TOSICHATENILHEBIE 3aMETKH, KaCaOIIUeCss 001aCTH MPUMEHEHHS HACTOSINETO CEPTU(GUKATAY.

Ceprudukar ABJIeTCsS NEHCTBUTENBHEIM B CIydae NPEJCTAaBJIEHUS BCEX €r0 CTPaHMUIL
(kaK OCHOBHBIX JIUCTOB, TaK U JOTIOJHUTENEHEIX JIHCTOB).

AYTEHTHYHOCTE (TIOATMHHOCTB) HACTOSIIETO CEPTU(HUKATA MOMKHO IIpOBEpUTH B 0aze
JaHHBIX MMUHHUCTEPCTBA 3/paBooXpaHeHus PecryGiuku Benapycs, PACIONIOKEHHON TI0
azgpecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceptudukatoB GMP EADC).

Ecin cepTudukar He mpeacTaBleH B yKa3aHHOW Gase MaHHEIX, ClIeIyeT oOpaTHTHCS B
YIIOJIHOMOYEHHBI OpraH, ero BEIIABIINIA.
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[ JlexapcTBEHHBIE CPEACTBA U MEIULMHCKOTO PHUMEHEHHS
O BetepuHapHble JleKapCTBEHHBIE CPENCTBA
0 OkcnepuMeHTalbHBIE CpeacTBa

[Tpou3BOACTBO U KOHTPOJIb KauecTBa
I. IPOM3BOJACTBEHHBIE OITEPALIMU - JEKAPCTBEHHA ITPOOYKLIMA
i 1. Cmepunvras npodykyusa
O 1. TIpogykuus, MPUrOTOBJICHHAs aCSNITHYECKMM ITyTeM (omepani 0OpaGoTKH JIsl CJIELYIOLINX JIeKapCTBEHHBIX
bopm):
O sxunxue nexapcTBeHHEIe GOPMBI GONTBIIOr0 0GbeMa
O xunkue JeKkapCTBEHHBIE (OPMBI MAIOro 00beMa
O mucniepcun
O nrodummsatst
O] TBepaBIe NekapcTBEHHBIE (GOPMBI X MIMILTAHTATEI
OJ MATKHE JieKapCTBEHHBIE (OPMBI '
0 mpouast mpoyKimst
O 2. Ipomykuys, MoABEprarouiascs GUHALIHON cTeprn3auyy (Onepauid 06paGoTKHI TS CIIE MY FOLINX
JIEKapCTBEHHBIX (GopM):
0 xuaxve exapcTBEeHHBIE GOPMBI GONBIIOTO 06beMa
O xunkue nekapcTBeHHbIE HOPMBI MATIOTO 06bEMa
O TBepasble JiekapcTBEHHBIE HOPMBI M MMILIAHTATBI
O Markue JiekapcTBeHHbIE HOPMBI
Onpowast npoayKiys, JieKapCTBEHHbIE (HOPMEL
0 3. Beimyckaromuii KOHTPOJIb KauecTBa
2. Hecmepunvras npooykyus
[ 1. HectepuibHast npogyKiws (onepauuu 0GpaboTKy VI ClIeYIONINX JIEKAPCTBEHHEIX GOpM):
M xaricysisl B TBepIoi 0G0I0uKe
O xancynbel B MArkoit 060JI04Ke
O »xeBaTeNnbHbIE JIEKAPCTBEHHBIE (DOPMBI
O uMnperHupoBaHHbIE JIEKAPCTBEHHEIE (OPMBI
0] xwumkue nekapcTBEHHbIE HOPMEI LISl HAPYHKHOTO MPUMEHEHHUS
[J »uaKue NexapcTBeHHbIE GOPMEI LTSt BHY TPEHHETO MPUMEHEHHS
O MeaMUHHCKHE ra3bl
U npoune TBepble TeKAPCTBEHHBIE HOPMbI
O mpenapaTsl, HAXOIAUIMECS MO IABJIEHHEM
[ rerepatops! pagroOHyKJIHIOB
O msrkue iekapcTBEHHBIE HOPMBI
O cBeun (cynmosuropun)
O Tabnetku
U TpaHCOEpMabHBIE IUIACTBIPH
[ ycTpolicTBa I HHTpapyMHHAIBHOTO (BHY TPHPYGLI0BOr0) BBEIEHHUS
O mpouyast mpoxyKiest
] 2. BelnycKarouuii KOHTPOJIb Ka9ecTBa
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3. Buonozuueckas nexapcmeeHHas npOOYKYUs.

O 1. Buosnormdeckas JeKapCTBEHHAS PO Iy KIIH:

O] mpoayKThI KpOBH

0O mMMyHOMOTHYecKast Ipo Iy KL

0 npoxyKThI Ha OCHOBE COMaTHYECKHX KJIETOK

O reHoTepameBTHYECKHE POLYKTHI

0O npomykTh! TKaHEBON HHXEHEPUH

[J 6uoTexHOJOTHYECKas POy KLIHS

[ mpomyKThI, 9KCTparkpOBaHHBIE M3 )KMBOTHBIX HCTOYHMKOB MJIH OPraHoB (TKaHEH) uesoseka

0 mpoyvas mpoxyKLus
[J2. BelmyckaroImuii KOHTPOJIb kauecTsa (MepeueHb TUTIOB MPOLy KLIMK):

[ npomykTeI KpOBH

O ummyHoOTHYecKast TPOIy KLU

[ mpoyKThI Ha OCHOBE COMATHYECKHX KJIETOK

U reHOTEpaneBTHYECKHUE TTPOTYKTHI

U mpoxyKThI TKaHEBOM HHXSHEPHU

U 6rotexHONIOrHUECcKas MPOTYKLHS

0 npoayKThl, 9KCTparupoBaHHEBIE U3 )KHBOTHBIX HCTOYHHKOB WIIM OPraHOB (TKaHeH) 4esoBeka

U npouast mpoTyKuus

4. I[Ipoyas npoOoyKyus unu Npou3800CMEeHH A 0eAmMeNbHOCb

O 1. [powmsBoncTBO:

O pactuTeTpHON MPOTYKINH

O romeomnatidaeckoit MpoxyKIuH

O npoyas mpomxyKuus
0 2. Crepunn3auus akTHBHBIX BEILECTB, BCIIOMOTaTe bHBIX BELIECTB, FOTOBOH MPOLY KLIMH:

O duneTpanms

O cyxoxapoBasi CTepHITH3ALH

0 crepnusarys napom

[ xumraeckas CTepUITH3aLHs

O crepuruzaiys raMMa-u3IyYeHIeM

O crepmnsaiiys 3JIeKTPOHHBIM H3ITy9eHHUEM.
0 3. ITpouee
O 4. TepeiraHas (BHy TPEHHSIS) yIIaKOBKa:

0 xancysl B TBepHOH 060I049KE

[ karcynel B MATKOM 060J109Ke

[ xxeBaTeNIbHBIE JIEKAPCTBEHHBIE (hOPMEI

O uMnperHupoBaHHbIe JIEKapCTBEHHBIE POPMBI

O xunxue exkapcTBEHHBIE (HOPMBI [T HAPYKHOTO MPUMEHEHHUS

O xunxue JekapcTBEHHBIE (JOPMBI 171 BHYTPEHHETO MPHMEHEHHS

[ memuMHCKYE Ta3bl

O npoure TBepAbIE JIEKAPCTBEHHBIE (HOPMBI

[ mpemnapaTsl, HAXOIAIIHECS MO ABJICHUEM

[ renepaTops! paJHOHYKIIHIOB

0] Markue JiekapcTBEHHbIE GOPMBI

O cBeun (cymmo3uTopun)

[ tabneTku

[ TpaHcnepMalibHbIE IUIACTHIPH

O ycrpoiicTsa i HHTpapyMUHAIBHOTO (BHY TPUPYOIIOBOT0) BBEACHHUS
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0 npouast mpoyKums, IeKapCTBEHHbIE thopmbl
U 5. Bropuunas (notpe6utesnbekas) yIHaKoBKa
0 6. Bemyckatomuii KOHTPOJIb Ka4ecTBa
0 7. Mukpo6uonorugeckoe TECTUPOBAHHUE: CTEPUIBHOCTD
0 8. MHKpoGHOIOTHYECKOE TECTUPOBAHUE: HECTEPHUILHOCTS
M 9. Xumuueckoe (pusndeckoe) TecTHpoBaHue
0] 10. Bronorudeckoe TeCTHpOBaHHE

II. KOHTPOJIb KAYECTBA ITPY IMIIOPTE JIEKAPCTBEHHOM ITPOJTY KN
U 1. KoHTposTh KauecTBa IMIIOPTHPYEMOH JIeKapCTBEHHOI PO KLIUH:
U MHKPOGHOIOTHYEeCKOe TeCTHPOBAHUE: CTEPHIIBHOCTE
L] MHKpOGHOJIOTHYECKOE TeCTHPOBAHHE: HECTEPHILHOCTD
U xumigeckoe (usnueckoe) TecTupoBaHme
(] GrosiorHyeckoe TeCTHPOBAHHE.

02. Bblnyéxa}omnﬁ.KOHTponb (cepTudukanus cépnﬁ) MMIIOPTUPYEMOH MPOAYKLUKUH
OJ CrepuiibHas NpomyKIus:
U npomykuus, MpUroToBIeHHAS aCeNTHUECKUM Ty TeM
U npoxykums, moaBeprarowmascs GUHALIHOM CTepHIH3aLKN
0 HecrepriibHast Mpo Iy KIHs
UJ Bronorudeckas JiekapCTBEHHas POy KIHS:
O npomyxTe! XpoBH
L) iMMyHOJTOTHY€eCKas TPOTYKIHA
0] mpoIyKThI HA OCHOBE COMATHYECKHX KIETOK
L] reHoTepamneBTHYECKHE TIPOILYKTHI
L mpoyKThI TKaHEBOM HHKEHepHH
L] GuoTexHOIOrMYECKAs TIPOTY KIS
L] mpostyKTsI, 5KCTParupOBaHHEIE U3 KUBOTHBIX HCTOYHUKOB WITH OpraHoB (TkaHei) yeoBeka
0 mpouast mpomykuus
U 3. TIpouas KesTenbHOCTS Mo UMTIOPTY (BBO3Y):
U niomaska Gpusnyeckoro uMmopra (BBO32)
UJ MMnopT NpomesKkyTOYHOro MpoTyKTa, MOABEPralowerocs AanbHeme o6paboTke
O npouee

OrpaHneHks WK NOSCHUTENBHBIE 3aMEeTKH, KAacalolnecs 061acTH NIPUMEHEHNS CepTU(HUKATA: HET.

Yepenumuenko J[.B.,
3aMeCTUTeNIb MUHHCTpa 31paBoOXpaHeH s
Pecny6mku Benapycs

29 ATIP 2022
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