lepeaod c aHanulickozo Ha pycckull A3bIK

CepTnMKaT ceprM NeKapCTBEHHOTO

CPeACTBa ANA 3KCNOpTa

HaumeHoeaHue npogykra

CrpaHa-umnopTep
PervcTtpauvoHHoe yaoctoeepeHve
HopmaTtueHas gokymedTauus B P
Ho3npoBka

NekapcTeeHHan hopma
KonwnyecTso B ynakoske

Homep cepuun npoussoauTens
Homep cepumn knueHTa

Homep cepumn Gank

[ara narotoBnexws

Cpok rogHocTh

HassaHwve n agpec npouasoauTtens

NuueHsna Ha npouseoacTeo
Cepmucpmkar GMP
PesynbTaTtel aHanusa
KommeHTapum / 3ameyaHms

3ansneHve o cepTudukaLmm

Noro AEHOBA

MumadyumH, TabneTkn KMWe4YHOPaCTBOPUMBIE, MOKPLITLIE
obonoukoit, 100 mr, Ne20

Poccus

M N013552/03

M N013552/03-130720

100 mr

TabneTku, NOKpbITkIe 060NOYKOIA

20

48701 G017

017701

47542 G017

07.10.2021

10.2025

XaynTt ®apma BionbuHr FNmeX

BetencHep JlaHgwrpacce 18, 31028
I'poHay/ JlaiiHe, Fepmanms
DE_NI_02_MIA_2021_0015/41401/H-42
DE_NI_02_GMP_2021_0016

CM. B NpunaraembIx cepTudukaTax aHanvaa
CC 535/21

Hactoawum noaTtBepxpalo, YTo BCe 3Tanbl NPOW3BOACTBA 3TOM CEpUM rOTOBOrO npoAaykta 6binu
BbINO/IHEHbI B NO/IHOM COOTBETCTBUM C TPe60BaHMAMM HafNexKaLLEeN NPOM3BOACTBEHHOI NpaKTUKM EC.

OTKNOHEHWs, ecnu TakoBble umeloTcs, Bbinu paccMoTpeHbl U op,oﬁpeubl B COOTBETCTBUW C YCTaHOBNEHHOK

npoLeaypoi OTKNOHEHUS:

OTtknoHeHun / KommeHTapuu

He 6bino CAENAHO HUKAKWX 3aMeYaHuni, KOTOpble MOrNK 6bl OKa3aTbh HEraTUBHOE B/IMAHME Ha

Ka4vyecCTBO NPOoAYKTa.

O CMm. oT4eT 06 OTKNOHEHUAX

18.01.2022 Aokrop Oxkynuna Kane

YnonHomo4yeHHoe nuuo

Member's of the Aenova Group:

CPM * Dragenopharm * EVP *+ Haupt Pharma * Swiss Caps * SwissCo * Temmler

Deutsche Bank AG, Alfeld Haupt Pharma WIlIfing Amtsgericht Hildesheim

IBAN: DE22 2597 1071 0101  GmbH Sitz in Gronau/Leine

2376 00 Bethelner La nd stra~¢ 18 HRB 15238 AG

BIC: DEUTDE2H253 31028 Gronau 1 Leine USt.-10-Nr.: DE 812 041 940
Tel: +49 5182 585 0
Fax: +49 5182 585 222

Geshaftsfuhrer:
Dr. Emil Wolf



CeprndnKaT aHanu3a

MumadyuuH, TabneTkn K1ieYHOPacTBOpUMbIe, NC KpbiTble o6onoukon, 100 mr, Ne20

Homep cepumn 48701G017
ApTHKYN 78384001
JaTta npou3sBoACTBa 07.10.2021
MNapameTp MeTopa Cneuyndmxama PesynbTtar
IPC fLOKYMEHTBI con o017 IPC- TecTbl 10MkHbI BbiTh 3aBepLieHbl h 6e3 | CootseTcTByeT
OTKNOHEHUH
NeyaTb AM 782 JomxHa BbiTh YMCTan, YeTkas, uutabensHaa | CooreeTcTByeT
MNepemeHHbIE AaHHbIE n CODTBBTC‘I"BOBaTb crneunduKauvam
3aKa3vyvka
YnaKoBKa roToBoro AM 782 BHeluHWA BHA A0MKeH BbiTb YACTBIM, CootBeTcTBYET
npoaykTa cooTBeTCTBOBATL TPeOoBaHUAM, Oes
A — noepexaeHiin, 6es ownbok, TekcT
NOMHOCTbIO
OnucaHne ynakoBK1 AM 782 Mo 20 TabneTok BO GNaKoH U3 TEMHOTO CooTBeTCTBYET
CTeKna, YKyNOpeHHbIM 33aBUHYMBAIOLLEACA
aNOMMHWEE O KPbILWKOMA ¥
HaKNeWBalo|L@iCA ITUKETKOM.
CBo60AHOE NPOCTPAHCTBO BO paKoHe
3anN0NHAKT NO/IMMEPHBIM
ynnotHutesjem. Mo 1 GnakoHy B KAPTOHHYO
nauky
BMeCTe C MHCTPYKUMWen no
MeaWLMHCHOMY NPUMEHEHUIO.
1. Maket AM 782 TOprosoe Ha3BaHWe npenaparac CooTBetcTByeT
nepeu4HOM npeaynpeauTenbHO# MapkMpOBKOW o
YNaKOBKH MHH, nekapcTBeHHY0 ¢OpmMy, LO3UPOBKY,
Ha3BaHWe ¥ CTpaHy KOMNaHWW - Bnagenbua
perucTpaLyioHHOro YA0CTOBEPEHUA C
norotunom (rpadmyeckoe usobpareHue u
HAAMMUCb Hi aHTIMIACKOM A3blKe), Ha3BaHuWe U
copepKaHiie AeACTBYIOLLEro BellecTsa
B 1 Tabnerti{e B Mr,
2. Makert AM 782 KONW4ecTsn TabNeToK B ynakoeke, cnocob CoorseTcTBYET
repBUYHOM NPUMEHEHWR, YCNOBUA
YNaKOBKH XpaHeHuA |He Bbiwe25°C),
npeaynpejvTeNbHYIO HaANUCL, HOMEeP
cepvu, AaTa NPOM3EOACTBA, CPOK FOAHOCTH,
Hagnuce «.EO», 3aBOACKME KOApI YNAKOBKH.
Member's of the Aenova Group:
CPM » Dragenopharm « EVP » Haupt Pharma » Swiss Caps * SwifsCo * Temmler
Deutsche Bank AG, Alfeld Haupt Pharma WIlIfing Amtsgericht Hildesheim Geshaftsfuhrer:
IBAN: DE22 2597 1071 0101 ~ GmbH Sitz in Gronau/Leine Dr. Emil Wolf
2376 00 Bethelner La nd stra~c 18 HRB 15238 AG
BIC: DEUTDE2H253 31028 Gronau 1 Leine USt.-10-Nr.: DE 812 041 940
Tel: +49 5182 5850
Fax; +49 5182 585 222




Ceprudukar aHanusa

Mumacbyunn, Tabnetku KHIIeYHOPacTBOpPHMbIE, NOKPbIThIe obBonoukoii, 100 mr, Ne20

Homep cepun 48701G017
ApTHUKYN 78384001

Aara npoussoacrea 07.10.2021

Mapametp

Merog

Cneundurauun

Peaynbrar

1. Maker
BTOPUYHOM
YNaKoBKM

AM 782

TOprosoe Ha3BaHMWe npenapara ¢
npeAynpeanTenLHOM MapKMPOBKO# ®, MHH,
NeKapcTBeHHylo popMy, 403UPOBKY, NoroTun
(rpadmyeckoe uzobpamenne u

HaANKMCb Ha aHTNIMIACKOM A3bIKE) KOMNaHMK -
BNaje/ibLa perucTpaLyuoHHOro
YAOCTOBEPEHWA, Ha3BaHWe U CTpaHy GpUPMbI-
Npon3BoAnTeNA, Ha3BaHWe WU CTpaHy
KOMNaHWM - BNagensua perucrpauoHHoro
YAOCTOBEpEHHUSA,

Cootsercreyer

2. Maker
BTOPUYHOW
YNaKOBKH

AM 782

KonnyecTso TabneTok B

YNaKoBKe, cocTaB B peaakuuu: «1 Tabnetka
COAEPMUT: AEHCTBYIOLLEE BELLECTBO:
HaTaMmuumH - 100 Mr; BcnomoraTtenbHble
BELLeCTBa: NaKTO3bl MOHOTMApaT,
MeTunnaparuapokcnbeHsoar m apyrue,
YKasaHHble B UHCTPYKLMUM no
MEAULMHCKOMY NPUMEHEHMUIO.»

Cootsetcrayer

3. Maker
BTOPWUYHOIA
yNnaKoBKu

AM 782

cnocob npUMeHeHus, npeaynpeauTeNsHble
HaANMUCKW, yCNOBMA OTNYCKa M3 anTe,
YCN0Bu1A XpaHeHUA (He Bbiwe 25°C), Homep
CepuK, AaTa NPOM3BOACTBA M CPOK rOAHOCTH,
rno6anbHblit MAEHTUDUKALMOHHBIF Homep
TOProBoi eguHMubl (GTIN), WTPUX-KOA,
HOMEp perucTpaumMoHHOro ya0CToOBEepeHUs,
Hagnuch «LEO».

Cooteetcteyer

MpogykT 6bin NPOTECTUPOBAH B COOTBETCTBUM C PykoBoAALWMMK NpuHUMnamm EC no GMP un
MHCTPYKLIMAMM NO KOHTPAKTY.

18.01.2022

Member's of the Aenova Group:

PykoBoguTtens otaena no kavecrsy

CPM ¢ Dragenopharm * EVP » Haupt Pharma * Swiss Caps * SwissCo * Temmler

Deutsche Bank AG, Alfeld
IBAN: DE22 2597 1071 0101
2376 00

BIC: DEUTDE2H253

Haupt Pharma WIlIfing Amtsgericht Hildesheim Geshaftsfuhrer:
GmbH Sitz in Gronau/Leine Dr. Emil Wolf
Bethelner La nd stra~e 18 HRB 15238 AG

31028 Gronau 1 Leine USt.-10-Nr.: DE 812 041 940

Tel: +49 5182 585 O
Fax: +49 5182 585 222




CeptudnkaT aHanusa

MumacpyumH, TaGNeTkun KMwe4yHopacTBopuMbie,

NOKPbITLIE oBonoukoii, 100 mr, Ne20

Homep cepuu 47542G017
ApTHKYN 38384001
ara npomssoactea 071 0.2021
NapameTp MeTopa CneumbrKaumna PesynbTar
XpYnKOCTb Ed 2.9.7 Makc 1% 0%
CpeaHaA macca BecoBOW 465-515 mr 502 mr
Tabnetkn
Onucanne AM 452 Kpyratie, ABOAKOBbINYKNbIE Kpyrasie, ABOAKOBbINYKbIE
TabneTwn benoro tabnetkn Genoro
upera, NoKpbITble 060n04KOH |4BeTa, NOKPbITbIE 060104KO#H
PacnapaemocTb E® 2.9.1+moHorpadma Ha Tabnerk1 He A0/MKHbI pacnacTeCA Het npu3HaxkoB pacnasa B
KWLWEeYHOpacTBOpUMbIe yepe3|120 mvH Teyenue 120 MUHYT
Tabnetkn B 0, 1|M pactsope
XNOPVCTOBOA0POAHON KUCAOTbI
PacnagaemocTe Ed 2.9.1+moHorpadmAa Ha TabneTkn A0MKHBI PAacNacTbCA B CooTeercreyerT (1 ypoBeHs)

KMLIEYHOPACTBOPUMbIE
Tabnetiun

TeyeHne He
6onee 30 MuH B pochaTHOM

6ydepHOM pacTeEope pH6,8

MoTepA maccsl NpH Ed 2.2.32 Makc| 5% 4,2%

BbICYLUMBAHNK

MNopNMHHOCTD AM P 043 BpemA YAEPHUBAHWA OCHOBHOIO Bpemsa yaepHuBaHuAa

HaTtamuumH (BIHKX) NWKa | DoNHKHO OCHOBHOrO NHUKa
COOTHETCTBOBaT: BPEMEHW COOTBETCTBYET BPEMEHHM
YAGPHHBAHWA NUKa YAEPHHMBAHUA NKKA
HaTajMMLMHA Ha XpOMaTorpamme HaTaMMULMHA Ha
CTaH1apTHOro xpomatorpamme
pactiopa CTaHAapTHOro

NoANMHHOCTD Y@P-cneKTp OCHOBHOTO NWKa Ha pacreopa

Hatamuuph (YO) AM P 043 XpoMmaTorpamme Y®-cnekTp OCHOBHOTO NWUKa
[ONKEH COOTBETCTBOBATL Y- Ha Xpomarorpamme
cnexTpy cooTeeTcTBYeT YP-cnekTpy
MWK HAaTaMHLKMHA Ha MMKa HaTaMULMUHA Ha
xpomarorpamme XpomaTtorpamme
CTaHpapTHOro pacreopa CTaHaapTHOrO pacrsopa

PogcrBeHHbIe

npumecu

Npumech X2 AM P 043 He fionee 1,5% 0,6%

npumech X3 AM P 043 He fionee 1,0% 0,5%

npumecs X4 AM P 043 He Honee 1,5% 0,6%

moban gpyran AM P 043 He honee 0,2%

eAMHUYHAA npumech

EANHMYHBIE NPUMECH

Tect  AKTyanbHble AaHHbie BpemA yAepHUBaHUA

1 0,07% 0,60

AVG 0,07%

Muu  0,07%

Maxke 0,07%

cymma npymecei AM P 043 He|6onee 5,0% 1,7%

Member's of the Aenova Group:

CPM * Dragenopharm *» EVP » Haupt Pharma * Swiss Caps * SjvissCo * Temmler

Deutsche Bank AG, Alfeld Haupt Pharma WIIIfing Amtsgericht Hildesheim Geshaftsfuhrer:
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Ceptndmrar aHanunsa
Mumadyuun, TabneTku KuLWeYHOPacTBOpPUMBIe, NOKPbITbIe 06ono4koid, 100 mr, Ne20
Homep cepun 47542G017

ApTUKYAn 38384001
fara npoussogcrea 07.10.2021

NapameTp Metog Cneundurayma Pesynbrar
KonuyecteeHHoe APM -43 95-105% 97%
onpegenexHue E® 2.9.40 HonwHo cooTBetcTBoBaTL EP CooTsetcreyer
Hatamuumn (BIHKX)

OpHopoaHocTs

A03UPOBaHHUA

Mukpo6uonornyeckan

4ncToTa

O6uwee Konuyecreo E® 2.6.12 Makc.1000 KOE/r Menee 1000 KOE/r
Aporoku, rpubbi Ed 2.6.12 Makc.100 KOE/r Menee 100 KOE/r
Cneundnyeckne E® 2.6.13 OtcytcremeBlr Orcyrcrayer
MUKPOOPraHM3mbl

E.coli

Npown3asoguTens akTMBHOM KouTponbhbie | 1CM Oendt (Huaepnanabi) ACM Oendr
cy6CcTaHumm AOKYMEHTDI (Huaepnanan)

MpoayKT 6bIn NpOTECTMPOBAH B COOTBETCTBUM C pyKkosogAawmMmmM npuHumMnamm EC no GMP n
MHCTPYKLUMAMM MO KOHTPAKTY. 3Ta CEPUA COOTBETCTBYET TpeboBaHuaMm AeicTByowWwen cneyupuKaumm.

18.01.2022 PykoBoguTens otaena no Kauecrsy

Member's of the Aenova Group:
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