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CEPTUGUKAT AHANTU3OB U CEPTUDUKAT COOTBETCTBMA E
Ne 21-007318/01

Toprosoe HauMeHoBaHWe npogykra:  MUNOPOHAT® PACTBOP NSl BHYTPUMBILLIBYHOTO, BHYTPUBEHHOO
¥ napabynsGapHoro BeeaeHKs, 100 Mrimn
MexayHapogHoe HenateHToBaHHoe HauMeHoBanue: MassgoHu
Cepus Ne 690421 Ynakoeka Ne 10
Hara npoussogcrea; 16.04.2021
Konuuectso npogykuum B cepum: 14838 ynak.
AHANW3bl BLINOAHEHL! B COOTBETCTBMM C TpeosaHusimu N N016028/02-081016 ¢ UsMeHeHuaMU Ne 1, Ne 2,
Ne 3 u Ne 4 (NormDoc-DP000022/7, Anne -ND000323/4, Annex-ND000444/3, Annex-ND000544/2, Annex-

.

ND000527/3)
Mokasarenu TpeBobaHus PesynsTare: aHanuaos

Onucanue MpospayKas BecuBeTHas KUAKOCTS Npospavnas GecuserHan XuaxocTs
NognwvHHocTe
- C pacTBopoMm XnopodopMHsii criok OKpallvBaeTcs B BoinepxuBasT ucnbitanue
SpoMTUMOnOBOre CuHEro 1 XenTolii user
Xnopodopmom
- C pacTeopoM ioaa lNorsnseTca kopuyHesoe OoKkpallusanue u Buigepxusaer uenwitaHue

PacTsop MyTHeeT
- € pacTeopom [lpareHaoptba  OBpasyetcs OpaHxXesblil ocagok BolnepxusaeT uensitanve
MpoapavrocTe MNpenapar AonxeH Gbith NpospasdHsimM Mpo3pavHbIi p
LipetHocTs MNpenapar gonkeH 6uiTs BecuseTHLIM WA BecuseTHuin

He npeBbillaTth 3TarcH B9
pH Or7,08085

MexaHuueckue BknioYeHUs:
- BUAUMbIE HEBOOPYKEHHBIM  [lOMKHbI OTCYTCTBOBATL

rnaaom
- HEBUAMMBIE HBBOOPYMEHHbIM YacTUuus! 2 10 MKM — He Bonee 60008
rnasom amnyne

Hactuusl = 25 Mkm - He Bonee 600 &

amnyne B
MocTopOHHIMe NprUMecH He Gonee 0,5 % Y g
HoMUHanbHLIlA 06bem He mexee 5,0 Mn s ,
CrepunsHocTs RonxeH 6biTb crepunbHbIM T ETepunEHLI
BakTepnansHbie angoTokeuHsl He Bonee 0,35 ES/mr " Menee 0,0025 EQ/mr
KonuyecTsekHoe OT 95,0 go 105,0 % MensgoHus U 1004 %
onpefenexue AWTMApaTa OT 3aRBNEHHOTO KONIMYECTBa 4. A b ;“'
¥YnakoBka Mo 5 mn B amnyne us BecuperHoro crekna 7‘«195 uj:;\.g:amny}iﬁs BecuperHoro crekna

| raaponuTHYecKoro Knacca ¢ nuHnel wnu I"rﬁnﬁéﬂﬁﬁﬁécx RPAOCATO Ty
TONKOW pasnoma,

LOKYMBHT NOANUCaH SNeKTPOHHOR Nagricsio
Wnenmudbukauun dopmel oTuétal sepcust: GRX-RUS_FDF_RUS 6
{IpOrpaMaIoe 068CNeye e - SampleManager.iMS 12.1. 5P.2 2021 [ e
YHAKANGLHBIR HOMEP 3anucw BEPCUA! BEES?BN-ST95-4E20-9878—T70852ABF441I 1 Satp gadoptagNe: 1
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CEPTUOUKAT AHANTU3OB 1 CEPTUGU KAT COOTBETCTBUA E

Ne 21-007318/01

Toprosoe HaumeHoBaHKe npoaykra:  MUIIPOHAT® PAacTBOp ANst BHYTPMMBILLIBYHOTO, BHYTPHBOHHOrO
W napabynbGapHoro BaeeHus, 100 Mr/mn

MexayHapoaHoe HEMNAaTeHTOBaHHO® HauMeHoBaHUe: Menszgonusi
Cepust No 690421

Aara npoussoacrea: 16.04.2021

KoniuecTso npogykuum s cepuu: 14838 ynak,

Ynakoska Ne 10

Mokasarenu Tpebasanus PesyneraT: aHanusos
Mo 5 amnyn B Avelikosoi ynakaexe us Mo 5 amnyn s sysiikoso ynakoBke U3
NOSTUBUHWUNXNOPUAHONR NNEHKM UMY W3 MONUBUHUNXNOPUOHOW NASHKW MMk U3

nonuaTuneHTepedTanaTHol nnedku Gas nonusTUneHTepeg TaNaTHoON NneHku a3

MOKPLITUS (NoAAoH).

NOKPBITUA (MogaoH).

Me 2 unu 4 (tonsko ana npovascavTena Mo 2 sveiikossie ynakosku (noanoHa)
3AO «CeHToHvika» U 3iiy Bu Bm ®apma BMecTe C MHCTPYKUWeH no npumeHeHuio B

C.p.0.) AYeiKoBbIE YnakosKu (noagora)
BMECTe € UHCTPyKUMeld No NnpumMeHeHuio g
naqke ua KapToHa.

NaYke U3 KapToKa,

Ha nauke moxeT GbiTs HaHeceH cTukep Ha navxe HaHeceH CTUKep ansi KOHTpOns
AR KOHTPONS NePBOTO BCKPbLITHS. NepBOro BCKPLITUS,
Mapkuposka TeKCT MapKUpoBKM Ha: Pycckom ssbike. Ha  TekcT Mapkuposkv Ha PYCCKOM Rabike. Ha
Kaxayo amnyny Hakneusaior ATUKETKY, Kaxayio amnyny HakneeHa aTukeTKa, rae
A8 YKa3biBaloT: TOBAPHLINA 3HaK: YKa32Hbl:, TOBAPHbLIA 3Hak Bnagensya
Bragernsya perieTpayuoHHoro PErUCTPaLMOHHOro YAOCTOBEPEHMS,
ngCTOBepBHHH, TOpProeoe HassaHue TOoprosce Ha3BaHue npenapa'ra o]
Npenapara ¢ npegynpeauTensHoi npenynpe.qmenbuojj.‘a_agpﬁ Ap oa;ge\r: ®,
MBPKUPOBKOT ®, P “":;l‘;;\
NeKapcTBeHHylo iopmy, cogepxarue nenapcraanaaf{, cp(a, cone -1, AN Y
8KTUBHOTO BelLecTsa 8 0AHOM Mn ( Mr/MR),  aKTUBHOro semé(}%?ga B O’QHO;':’-‘;’*_@;" (;:: ;ﬁ)‘

06bem, HOMEp cepiu, cpok rOAHOCTH, obvem, -Houe;;:._ PUM, COOK FORH(
(R e )

BHYTP@HHUIA Ko MakeTa NpouasoauTens w
ABYXMEPHYIO MaTpudHyio cumBonuky Data
Matrix (ans 3y Bu Om ®apma c.p.o.),

AveiikoBan ynaxoska He Mapkupyercs. Ha quﬁwaag«yjjé;

& ;/'}U";-'!
SN

g
o S4gzmal Lo

nayke yKkasbisalT: HassaHue Bnagenbya navke Ykasausi: gaaséggjj?’m;nananenbua
PErucTpaumMoHHoro yAocToBepeHus, ero PervcTpaloHHors fnocToBepeHus, ero

8APEC ¥ TOBAPHLIA 3HaK, Ha3BaHWe
Npou3BoaUTeNs 1 ero anpec,

Hokymenr nagnucarn SITBKTDORHOW Nognnceio
VinenTudmkauun dhopmu OTMETA/ BOPCHA: GRX-RUS_FOF_RUS B

TIpotpammmoe ofacrsverme - SampleManagerLiIMS 12 7, SFP.2

YHukaneHbii HoMep aanneu/ Bepcun: BEES76864-51 95-4E2C-9B78-77C852ABF441/ 4
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anpec v ToBapHf 3HaK, Hassakie
MPOUSBOANTEAR  ero anpec,
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r
CEPTUGUKAT AHANUIOB 1 CEPTUOUKAT COOTBETCTBUA E
Ne 21-007318/01

Toprosoe HaumeHoBaHue npoaykra:  MANAPOHAT® PacTBOP AN BHYTPHMBILLBYHOTO, BHYTPUBBHHOTO
W napabynbBapHoro sBaeHus, 100 Mr/mn
MexayHapogHoe HeNaTeHTOBaHHOEe HaUMEeHOBaHUE: MensgoHmi
Cepus Ne 690421 Ynakoska Ne 10
AaTta npoussoacTsa: 16.04.2021
Konuvecrao NpoRykuUuM B cepum: 14838 ynak,

MNokasarenu TpebosaHus PesynuraT aHanusos
TOprosoe Haseaxve npenapata ¢ TOProBoe HassaHue npenapara ¢
NPeRyNpeanTenbHOR MapkupoBkoi ®, NPeRyNpeauTensHoi Mapkuposkoii ®,
MeXayHapoaHoe HenaTeHToBaHHOE MEeXAYHapoaHoe HenaTeHToBaHHoe
HaBaHue, nexapcTaeHHyIo hopmy, Hassalue, nekapcraenHan gopma,
CoAepxaHue akTMBHOro selujecTea B COREPXaHUe aKTUBHOrO BelecTsa B
OAHOM Mt (Mr/Mn), oAHOM MA (Mr/mn),
KOnu4ecTBo amnyn, o6bemM, cocrae Ha Konudecteo aMmnyn, o6wem, cocras Ha
OAMH Mn, «CTepuneHoY, cnocabsl OAMH Mn, «CTepunsHo», cnocobu
BBEABHUSA, YCNOBUA oTnycka, «pumeHaTs BBELEHWA, YCnOBWA OTrycka, «IpUMeHnATL
MO HasHaueHuto Bpavan, «Mepen Mo HasHaveHuto spavan, «Mepeg
NPUMEHEHWEM NpoYUTalTE UHCTPYKUMIO N0 NpuMeHeHuem NpouUTaiTe UHCTPYKUMIO
NPUMBHEHMION, No NPUMEHEHUION,

YCNOBUA XpaHeHUs, «XpaHuTe B YCNOBUA XpaHeHus, «XpaHute B -
HepocTynHoOM ans gete Mecrel», HefoCTYNHOM ANnA neten mectaln, ™
BHYTPEHHWIA thapmion Npoussogutens BRYTPEHHUIA thapmkog npouvssoputens,

(ans Ensdpa ®apmaceoTHKan KOMnaxy
C.A.; ona 3A0 «CanToHukan),

‘\

0
&,
Pl T

ABYXMEPHYI0 MaTpUYHYI0 cumsonuky Data
Matrix (ans Sy Bu 3m ®apma ¢.p.o.),
BHYTPEHHUH Ko MakeTa npeanpusTua AQ
« puHAaeKeY,

HOMep perucTpaymoHHoro

YAOCTOBEPEHUS, WTPUXOBOI KOA, KoL
npoaykra (gns 3A0 «CanToHnKan), HoMep
CepiM, paTy NpousBoACTBa U cpok

BOMKOR, kon

HOMBD Cepum, nata
B&W CROK rogHocTy.

[ | o

FOAHOCTH. 2 tma y
Ha nauke gononkurensHo ykassisaior: Ha NB4Ke AOMOMHATENBHO yKasaHst:
TOBAPHBI 3HaK Bnaaensya rpacdudeckoro rogggﬁg;aﬁiﬁﬁﬁ‘éﬁfaﬁgnggQa rpagmyeckoro
anemeHTa, ron paspaboTku ausaiHa éhghéﬁé;_ﬁgé‘ﬁg‘; A60TkN AnaaiiHa
ynaKosKki u 0BosHaveHe Biuna YITaKOB K U O8O ey na
YNakoBOYHOro MaTepuana., Larepudfe

B orgensHeix cnyyasx MOrYT BbiTh YkasaHbl 6HyTpg
ykasaHbl BHYTPeHHUE Kofb TUnorpacmu, :

Hoxymenr nagnmcar SNSKTPOHHON nogrvceio
Minenmudukauus dopMel omiére/ sepcua: GRX-RUS_FDF_RUS ]
lporpasroe obecnevenne - S_amp/oManagﬂUMS 121, 8P.2
YHukansHbii HoMep sanucw/ Bepcun; BEES7864-51 85-4E2C-BB78-77C852ABF441/ 1
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r
CEPTUOUKAT AHATTN3OB U CEPTUGUKAT COOTBETCTBUA E
Ne 21-007318/01

Toprosoe HaumeHosaHue npogykta:  MUNJAPOHAT® pacTeop [nst BHYTPHMBILLIGYHOTO, BHYTPUB@HHOMO

u napabynsGapHoro BBegeHUA, 100 Mr/mn
MexayHapogHoe HeNaTeHTOBaHHOe HaUMBHOBaHWe: MesbaoHMi
Cepus Ne 690421 Ynaxoska Ne 10
Aara npoussofcrea: 16.04.2021 ’
Konudecrteo npoaykuuu B cepuu: 14838 ynak,

okasaranu TpeBosaHus PesynsTars aHanusos
Ha BokosoM knanaHe mMoryT BbiTh Ha Bokosom knanaHe HaveceHs! cpencTaa
HaHeceHkl cpeacTea uaeHTUgMUKaLuu, naeHTUuKaLuu,
Mayka SRU12.100.10
WHeTpykUma SRUN/100/6
XpaHeHue KpaHuTb npy Temnepatype He soiwe 25 °C. He samopaxveaTs!
Cpok rogHocTH 5 ner lonew fo 04.2026

SaknioyeHmne: cooteeTcTyeT TpeGosaHuaM M NO16028/02-061016 ¢ uaMereHuaMu Ne 1, Na 2, Ne 3 u

Ne 4
YTeepKaeHo:
PyKOBOAVITeHb naﬁopaTopmd ,
CuHra AHTOHOBMYA KOHTPOSIS KayecTsa 13-05-2021 10:40;05 +03:00 'MT
(Mmr Damunus) (HonxHocTs) (Oata)

HokyMeHT nagrucarn 3neKkTPOHHOR MOGIHCHIO
HaeHTHduxayra thopmel oTHéTal Bepcun: GRX-RUS_FDF_RUS -]
Tporpassurios obecneenme - SampleManagerlIMS 12.1, 5P.2
YHukaneHslih HoMep sanucw/ Bepcun; BEE57884-5105-4E2C-9B78-77C852ABF441/ 1
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CEPTUGUKAT AHATNNZ0B U CEPTUOUKAT COOTBETCTBUS E
Ne 21-007318/01

Toprosoe HauMeHoBaHue npoaykra:  MUINAPOHAT® PacTBOD A5 BHYTPMMBILLIBYHOTO, BHYTPUBBHHOIO
# napaGynsBapHoro ssegenus, 100 Mr/mn
MexayHapoaHoe HeNareHToBaHHOe HauMeHoBaHue: Merisgommi
Cepuna Ne 690421 Ynakoeka Ne 10
Aara npouseogcTea: 16.04.2021
Konuyecrso Npoaykuny B cepuu: 14838 ynax,

Homep Perucrpausontore Ynocrosepenus; M N016028/02

Mpoussogurans:
MponsscacTeo nekapcTeeHkoil hopMb:

8AO «CanroHukay, Tlutea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep npouasopacTsenHoi NUYeH3nu:
0887Ceptucukar cootaercreua HIM (GMP): LT/04H/2019 ]
MepeuyHan u BTOpUuHRA/NOTPeSUTENLEKAN YnaKosKa:

3AO «CanToHukax, Nutea, Velveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep npoussogcreexHo NALEHIUM!
0887Ceprucpukar cooteercrams HMNM (GMP); LT/04H/2019

KonTpons kavecrsa: .
3AQ «CaHronuka», Nurea, Veiveriu Str.134 B, Kaunas, LT-46352, Lithuania Homep npounseoncTeerHoi nuueHanm; °
0887Ceprudhvkar cootaerctaus HIMM (GMP): LT/04H/2019

KoHrpans kavecTsa;

AO «lpungexer, yn. Kpyernunc 53, Pura, LV-1057, Natausa/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia:
Homep npoussopcTeeHHoM nuuensun: RO0004; Ceprucukar coatseteTems HIM (GMP): ZVA/LV/2019/016H
Beinmycxalowuii koHTpons kavecrss (capmq:aumum cepum);

AQ «Ipungekcr, yn, Kpycrnune 58, Pura, LV-1057, Nateus/ JSC "Grindeks", Krustpils Str.’53. nga,lgﬁﬂgz—,ﬂ,gt‘gia:
Homep npoussoacTeeHHO nuueHanu: RO0004; Ceprudukar coatBeTcTBMA HIMN (GMP): ZVA/L\;}%Q‘{}H:‘:& I

ol

KommerTapuu: Her

Sananenue o cepruguKaLum;
«HacTonuwum a YAOcTOBEDSID,

Y¥nonHomoueHHoe nayo:!

Hatanbs Kupeerkosa YnonHomo4exHoe nuue 13-05-202 1‘":"#9;44:'17 +03§_9;i' MT

(Wnst damunis) (OonxkHoers) mﬂ’?&)g""; T

Hoxymenr nognmcar ANEXTROHHOR Nogruceto
Vinentucbuxauun chopMe: oTuéTal Bepcus: GRX-RLL’Ig_il;Df 3!%!28 6 | Llapatet g {5l ‘
ﬂpmuwoeoﬁmwm-&anmfe&fmmr 12.1, SP. 3 b 48 %
YHUKANbHLIA HOMep 3anucu! B@PCURA: BEES?&M-S&95-4520—9878-7?CB$ZABF441!1 ¥ Shee Xyl Ne: 1
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