IMepesod ¢ aHzaulickozo Ha pyccKuli A3bIK

CepTuduKaT cepumn neKapcTseHHOro

cpeacTBa AnA 3KCnopra

HavmeHoBaHuWe npoaykra

CtpaHa-umnopTep
PerncrpaunoHHoe ya0CTOBEpEHNE
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JInueH3na Ha NpoM3BOACTBO
Ceptudpmkar GMP
PesynbTathl aHanuaa
KommeHTapuu / 3ameyaHus

3anBneHue o cepTUdmKauum

Jloro AEHOBA

MumadyumH, TabneTku KMIWEYHOPAaCTBOPUMBIE, NOKPLIThIE
oBonoukoi, 100 mr, Ne20

Poccusn

M N013552/03

M N013552/03-130720

100 mr

TabneTkun, NokpbITbie 06onoYKon

20

49067 G019

019067

47544 G019

07.10.2021

10.2025

Xaynt ®apma BronbduHr MTM6X

bBerenbHep JlavawTpacce 18, 31028
'poHay/ NaitHe, MepmaHma
DE_NI_02_MIA_2021_0015/41401/H-42
DE_NI_02_GMP_2021_0016

CM. B NpunaraeMblX cepTudukatax aHanunaa
CC 535/21

Hacroawum noateepwaato, 4TO BCE 3Tanbl NPOM3BOACTBA 3TOW CEPWUM rOTOBOrO NpoAykTa 6biau
BbINOAHEHbI B NO/IHOM COOTBETCTBUM C TPEBOBAHUAMM HAANEKALLEN NPOU3BOACTBEHHOMN NpakTUKKM EC.

OTKNOHeHWs!, ecrnv TakoBble umMmetotca, Bbinu paccMoTpeHbl U 0go6peHsl B COOTBETCTBUM C ycTaHoBNeHHON

npouenypoi OTKNOHeHUs:

OtknoHeHua / KommeHTtapuu

= He 6b1n0 cAENAHO HUKAKUX 3aMeYaHMiA, KOTopble MOrav Bbl OKa3aTb HeraTMBHOE BAWAHME Ha

Ka4yecTBO NPOAyKTa.

] CM. OTYeT 06 OTKNOHEHMUAX

18.01.2022
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CepTudmkar aHanusa

MumadyumnH, TabneTkn KMWe4YHOpacTBOpPUMBIE, NOKPbIThIe oBonoukon, 100 mr, Ne20

Homep cepuu 49067G019

ApTUKYAN 78384001
[arta npoussoacrea 07.10.2021

MapameTtp Mertop, Cneundmxayma PesynbTtat
IPC OKYMEHTbI con o1z IPC- TecTbl AOMKHbI ObiTh 3aBeplueHbl M 6e3 | CooTeeTcTayeT
OTKNOHEeHUH
MeyaTb AM 782 [OomxHa BbiTh YncTan, YeTkas, yntabenoHas | CooTseTcTayeT
MepemeHHble AaHHble ¥ COOTBETCTBOBATL Cneundukaumam
3aKazuuka
YnaKoBKa rotosoro AM 782 BHeLWHMit BUA AOMKeH BbiTh YMCTLIM, CootseTcTByeT
npoayKTa COOTBETCTBOBATL TpEGOBAHMAM, 6ea
BHeLHwi BUa nospexpeHui, 6e3 olwmnbok, TekcT
NONHOCTLIO
OnucaHue ynakoBKK AM 782 Mo 20 TabneToKk BO GNaKOH M3 TEMHOO CootseTcTeyeT

CTeKNa, YKynopeHHbIW 3aBMHYMBAIOLLENCA
ANIOMMUHVEBOM KPbILLKOW M
HaK/EUBaIOLLEACA STUKETKOM.

CeoboaHOe NpOCTPaHCTBO BO dnakoHe
3anNoNHAKT NOAUMMEPHBIM

ynnoTHutenem. Mo 1 dpnakoHy B KEPTOHHYIO
nayky

BMECTE C MHCTPYKLUMen no

MeauLUMHCKOMY NPUMEHEHWUHID.

1. Maker AM 782 TOpProeoe Ha3saHWe npenaparac CooTteetcTByeT
nepsu4HON npeaynpeavTeNbHOW MapKkUpoBKoK ®,
YNaKoBKU MHH, nexapcTeeHHyo dopmy, L03UPOBKY,

Ha3BaHWe W CTpaHy KOMMNaHWM - Bnagenbua
perucTpalMoHHOro yA0CTOBEPEHUA C
norotvnom (rpaduueckoe usobpaxeHue u
HafNUCh Ha aHFMMCKOM A3bIKe), Ha3BaHWE K
coaepaHme AeiCTBYIOLLero BeLLecTsa

8 1 TabneTtke B Mr,

2. Maker AM 782 KONM4ecTBo TabNeToK B yNnakoBKe, cnocob CootBeTcTBYET
nepBUYHOM NPUMEHEHWA, YCIOBUA
YNaKoBKK XpaHeHus (He Bbiwe25°C),

npegynpeauTenbHyo Haanuce, HoMep
cepuu, faTta NpoU3BOACTBA, CPOK FOAHOCTH,
Hagnuce «LEO», 3aBoAcKMe KOAbl YNAKOBKK.

Member's of the Aenova Group:
CPM + Dragenopharm * EVP » Haupt Pharma * Swiss Caps * SwissCo * Temmler

Deutsche Bank AG, Alfeld Haupt Pharma WIlIfing Amtsgericht Hildesheim Geshaftsfuhrer:
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Ceprudukar aHanmsa

MumadyuuH, TabneTku KUWeYHOPacTBOPUMbIE, NOKPbLITLIE 06onoukor, 100 mr, Ne20

Homep cepumn 49067G019
ApTHUKYN 78384001
Aarta nponssogerea 07.10.2021

Mapamerp

MeTtopg

Cneundmkayma

PesynbTar

1. Maker
BTOPUYHOM
YNaKoBKHM

AM 782

TOproBoe Ha3BaHWe npenapara c
npeaynpeauTensHo mapkuposkon ®, MHH,
NeKapcTBeHHY Gopmy, 403UPOBKY, JIOrOTUN
(rpadmyeckoe nzobpameHue n

HaANWCb Ha aHITMIMCKOM A3bIKe) KOMMaHUK -
BNajenbla perucTpaumoHHoro
YAOCTOBEPEHWA, HasBaHWe U CTpaHy GUpMbi-
npou3ssoauTenAa, Ha3BaHuWe U CTPaHy
KOMMaHWK - BAagensbla perucTpayuoHHoro
YAOCTOBEPEHMS,

CootsetcrByer

2. Maker
BTOPUYHOM
YNakKoOBKU

AM 782

Konn4yecTBo TabneTok B

ynaKoBKe, cocTas B pefakuum: «1 rabnetka
COLEPMUT: 0EeHCTBYIOLLLEE BELLECTBO:!
HaTamuuumH - 100 mr; BcnomoraTtenbHble
BEeLLecTBa: N1aKTO3bl MOHOIMAPAT,
MeTUANaparnapoKkcubeHsoar v gpyrue,
YKa3aHHble B MHCTPYKLUMKU Mo
MEAMULMNHCKOMY NPUMEHEHUIO.»

CoorBetcrtByeT

3. Maker
BTOPUYHOM
yMaKoBKK

AM 782

cnocob npumMeHeHus, NnpegynpeguTesibHbIe
HaZANWUCH, YCNOBMA OTNYCKa M3 anTek,
YCNOBUA XpaHeHUA (He Bbiwe 25°C), Homep
cepwu, Aata NPOM3BOACTBA M CPOK rogHOCTH,
rnobanbHbIA MOBHTUPUKALMOHHBIN HoMep
Toproeoi eguHuubl (GTIN), WTpux-Koa,
HOMEp pPerncTpaLMoHHOro YAOCTOBEPEHUA,
Hagnucb «LEO».

CooTBeTcTBYET

MpoAayKT 6blN NPOTECTUPOBAH B COOTBETCTEMU C PYKOBOZAWMMM NpuHLuMnamm EC no GMP u
WHCTPYKLUUAMM NO KOHTPaKTY.

18.01.2022
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CeptTnudmukar aHanmsa

NumadyumH, TaBNeTK1 KULWeYHOPaCTBOPUMbIE, NOKPbITbIE 0GONOUKOH, 100 mr, Ne20

BIC: DEUTDE2H253

Homep cepumn 47544G019
ApTUKYA 38384001
[arta npoussoacrea 07.10.2021
MNapameTtp Metog Cneyundmrayma PesynbTat
XpynkocTb EP 297 Makc 1% 0%
CpepgHAaa macca Becosoit 465-515 mr 498 mr
Tabnerku
OnucaHue AM 452 Kpyrnbie, ABOAKOBLINYKbIE Kpyrnbie, ABOAKOBLINYKAbIE
Tabnetku 6enoro TabneTkn Benoro
UBeTa, NOKPbIThIe 060N104KOH BeTa, NoKpbiThie 060104KON
Pacnapaemoctb E® 2.9.1+moHorpadma Ha Tab/1eTHW He JONKHbBI PacnacTbeA HeT npu3HakoB pacnaga 8
KMLLEYHOPACTBOPUMBbIE yepes 120 MUH TeyeHue 120 MUHYT
Tabnetkm 8 0, 1 M pacreope
XNOPUCTOBOAOPOAHOM KUCNOTHI
PacnagaemocTb E® 2.9.1+MoHOrpadma Ha TabneTkn A0NXKHbI pacnacTbCA B CooTsetctayeT (1 ypoBeHb)
KMLWEYHOPaCcTBOpUMbIe TEe4YEeHUe He
Tabnetku 6onee 30 muH B dochaTHOM
6ydepHom pactsope pH6,8
MoTepa maccel npwm Ed 2.2.32 Makc 5% 4,5%
BbICYLUIMBAHMM
MoanUHHOCTL AM P 043 Bpemsa yaepX1BaHWA OCHOBHOTO Bpemna yaepmuBaHua
Hatamuumu (BIXKX) MWKa AONHKHO OCHOBHOTO NKKa
COOTBETCTBOBAThH BpEMEeHH COOTBETCTBYET BPEMEHM
YAEKMBAHMA NUKa YAEPHUBAHUA NKKA
HaTamuLMHa Ha XpomaTorpamme HaTaMWUMHa Ha
CTargapTHOro XpomaTtorpamme
pacrsopa CTaHAapTHOTo
MoANMHHOCTb Y®-cnekTp OCHOBHOMO NWKa Ha pactBopa
HatamuumH (YP) AM P 043 XpomaTtorpamme Y®-cneKTp OCHOBHOTO NKUKa
DO/IKEH COOTBETCTBOBATL YP- Ha xpomaTtorpamme
CNexTpy cootseTcTyeT YP-cnekTpy
MUKa HaTaMULMHA Ha NUKa HaTaMULMHA Ha
XpomaTtorpamme XpomaTtorpamme
cTaH4apTHOro pacTeopa CTaHAapPTHOro pacTeopa
PopcTeeHHble
npumecun
Mpumeck X2 AM P 043 He Gonee 1,5% 0,5%
npumeck X3 AM P 043 He 6onee 1,0% 0,4%
npumecs X4 AM P 043 He Gonee 1,5% 0,5%
moban gpyras AM P 043 He 6onee 0,2%
eAMHUYHaA NpUMech
EanHMYHbIE NpUMeck
Tect  AkTyanbHbie AaHHble Bpemsa yaeprusaHua
1 0,08% 0,61
AVG 0,08%
MwuH 0,08%
Makc 0,08%
CyMMa npumecei AM P 043 He Gonee 5,0% 1,5%
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