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Hcnbrranus (anamussl) nposegenst no JITI-004520-311017, u3m.Nel-4
Hanmennnauue TpeGonasus HY PeaynsTaThi
nokasartese AHANHIOER
Ornscanue [Tpospadnas OecUBETHAN KUIKOCTE IIpo3paunas GecuBeTHAT KATKOCTS
VP-COSKTPEL HCMBITYEMOTO PAcTBOPa H PacTBopa
CO meronponona Taptpara B obnacty ot 230 1o CootretcTByeT
350 HM DODKHEL HMETH MAKCHMYMBI Y MAHHMYME]
MPH OTHKX ¥ TEX ¢ [UIMHAX BOJH,
BOXXX. Bpems yncpuBaHHA THKA METONDONTONA
[opnursocTs TAapTpaTa Ha XPOMaTorpaMme HCILITYEMOro pacTRo-
pa nns [MoKasaTens ((UO)IUIH}IHO(.‘I B» NO/DKHO COOT-
BETCTEOBAThH BPEMEHH YIePIKHBAHMA ITHKA MCTO- Cooteerciayer
HpOJICNA TAPTPATA HA XPOMATOrPAMME PacTBopa Juis
MPOBEPKH NPHIOLHOCTH XpoMaTorpadugeckoi
CHCTEMBI.
[Tpo3padroCcTh Jlomker GbITh Mpo3paursmM IIpo3paumsrii
L[BeTHOCTR Hormxed GeITh HecBETHEIM Becuseraerit
pH Or35,5 07,5 6,3
MexaHudeckne
BIJDOYEHHA: JIo/DKeH BEIIEP:KHBATE TpeGoBamus Brigepxupaer
- BHJIHMBIE YACTHLIEI ' XIII, OPC.1.4.2.0005.15
- HEBMIMMEIE TACTHLGLI 2 10 mxyM - e Gonee 6000 Ha ammymy 8
= 25 MKM - 1e Gonee 600 ua amirymy 0
. pemece A — re Gomee 0,1 % He ofBapyxena
R ITpumece C - ne Gonee 0,2 % 0,006
mpuMecH Enunnanas sennesTUdHIMpOBatHa% npAMeCh —
He Gonee 0,1 % 0,03; 0,03; 0,03
Cymma nprmeceli — e Gomee 0,5 % 0,1
HannekaeMelit 06bem He menee noMHHaILHOTO CootBercTBY T
BakrepransHsle )
e ———" He Gonee 17,5 ED wa | Mr MeTonposiona Taprpata Meree 1,8
CrepuinbHocTs Homxken GLITh CTEPHIBHEM Crepunbusiit
KomrrecteenHoe Ot 0,95 no 1,05 mMr/mn 1.00
onpejieNneHse MCTONPOJIONA TapTpara :
o 5 & ammyie 13 GecLBeTHOrO CTEXNA NEpBOroO | 110 5 M B aMmynax u3 GecupeTHOro
THIPOJIMTHAECKOTO KITACCa. CTEKNa [EPROTO MHAPONHTHYECKOTO
Io 5 ammy)t B KOHTYPHYO F4elXOBYIO YNIAKOBKY 3 | Kiacca.
TUIEHKHA TOMMBUHIILCIOPUAHON B HONLIH amoMHA- ITo 5 ammyn B KoHTYpHO# SueiKOBOl
HHEBOM NeYaTHOH TaKHPOBAHHOMN. YN2KOBKE M3 IUIENKH NOIHBHAMIXIOPHI-
ITo | unm 2 KoHTYpHEIe AIeHKOBLIE YIIAKOBKH C HOIL H (hONIBIH ATOMHHHEROH NewaTHoit
MHCTPYKUMEH 10 NPUMEHEHHIO IIPENAPaTa, CKApH- | NAKHPOBAHHOM.
GHKATOPOM MU HOKOM aMITYNIBHLIM B 9Ky U3 Mo 1 xoHTYpHOI A4EHKOBOM yaKoske ¢
v oa— KapToHa. MRCTPYRIHEH 110 NPHMEHEHTIO Ipenapa-

1Mo 20, 50 wm 100 KOHTYPHEIX A9eHKOBBIX YIAK0-
BOK ¢ 20, 50 Ay 100 HECTPYKLMAMH IO TIPHMEHe-
HHIO [perapaTa, COOTEETCTBEHHO, CKaDHDHKATO-
PaM# WK HOXAMH aMITYJILHEIMH B KOPOGKH H3
KapToHa WM B AMHKH H3 ro(pHPOBAHHOrO KapTo-
Ha (ua cranuonapa).

[put YrakoBKe aMITyJI ¢ KOJIBLAMHE AW TO9KAMH
HA/IIOMa CKapH(HKATOPB! HIH HOXH AMITY/IBHEIE
HE BIJTA/IBIBAIOT.

Ta B [I8YKE M3 KapTOHA.
AMITYJIH ¢ TOIKOH HamioMa.
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Ilpousseneno SIVIT «Mockopckuit SHIOKPHMIEIN 3aBOAY LT 000 «31I0KPHHHBIE TEXHOTOIEH»

MeTonponon pacTsop AN BHYTPHREHHOrO BBEEHHH, 1 Mr/ma, cepust Ne 30621

Ha aruxeTke aMIyIbl YKa3siBaloT HAMMEHOBAHHE
TPEJITPHATHA-NPOH3BOIHTCAS, ET0 TOBAPHEIH IHAK,
TOProBO¢ HAMMEHOBAHHE ITPCHAPETA, 1CKAPCTREH-
Hy10 hopMy, KOHICHTpaNH:0, 0GeM Npenapara 8
OIHOH aMITy/Ie B MHIIMNHTPax, HOMEp BCPCHH e~
TATHOTO YITAKOBOYHOTO MATEPHANA, HOMED CEpHH,
CPOK TOHOCTH.

Ha dosere KOHTYpHOM AueHKOBOH yNaKkoBKH ¢
BIIOXEHHEM HIH 0e3 BIOKCHIA B NA4KY YKa3bIBAOT
HAYMEHOBAHHE NPEANPHATHA-TPOM3IBOIATEIA, ET0
TOBApHEIN 3HAK, TOPrOBOE HAMMCHOBAIHE Mpernapa-
T4, JEKApCTREHHYIO (OpMY, KOHLICHTPAIIHIO, 00BeM
npenapara B OJHOM aMITy/Ie B MIJUTHITMTPaX, KOTH~
4eCTBO aMITyll, «CTepHILHO», HOMED BEPCHH f1e-
4aTHOrO YNaKoBOTHOrO MaTepHana, HOMEp CEpHH,
CPOK FOJIHOCTH.

Ha tonbre koHTYpHOMH fuefixoBoii ymakorka Ge3
BJIOYKEHHA B [AYKY JONOIHHTENBHO YKa3bIBAIOT
cocTas, «[IpUMEeHATH 10 HAIHAYEHHIO BpAYay, yc-
JIOBMSA XPAHEHUA, HOMED PETHCTPALHOHHOTO YAO-
croBepenns, «llns crammoHapay.

Ha nayke, STHKeTKE KOPOOKK M3 KADTOHA KITH SIIH-
xa K3 ro)pHpOBAHHOre KapToHa (LA cTalMoHapa)

[a sTHKETKE aMITYIIEl YK& 32HEl HAHMEHO=
BAHHE MPeINPHATHA-NPOHIBOAUTENS, €10
TOBAPHEIA 3HAK, TOPTOBOE: HAMMEHOBAHHE
npenapara, ekapcTeeHHas Gopma, KoH-
ueHTpauus, 00beM npenapara B onHoM
aMmIrysie B MIJUTHANTPAX, HOMED BEPCHH
NEYaTHOro YIAKOBOYHOTO MaTepHana,
HOMCP CEpHH, CPOK TOHGCTH.

Ha omsre koHTYpHO#’ A9 €HKOBOI yra-
KOBKY C BIOKEHHEM B [IASIKY YKa3aHbt
HaHMEHOBaNHe Npe/INPHATHA-TPOH3E0/H-
TENA, Cro TOBApHLIH 3HAK, TOProBoe Ha-
MMEHOBAHKE NPENAPaTa, JICKaPCTBEHHAS
thopma, koaueHTpanks, 0ObeM npenapata
B OIIHOH aMITyfe B MIIIMITHTPAX, KOJIH-
YECTRO aMITyN, «CTePHILEHON, HOMEp
BEPCHH NETATHOI'0 YNIAKOBOYHOI'0 Mare-
pHaTa, HOMEpP CEPHH, CPOK IOJHOCTH.

Ha nawxe yxka’aHsl HAHMEHOBaHHE NPE/-
[PHATHR-POH3BOANTENA, Ero TORAPHLIH
3HAK, IOpHMYeckuit anpec, dake, Topro-
BOC HAMMEHOBAHHME [1penapara (cormaja-
©T C MCKAYHAPO/HEIM HEITaTeHTOBARHEIM

Blapwapase YKA3HIAAIOT HAMMEHOBAHAE NPEMpPHATIA- HAMMCHOBAHHEM), TexapeTeeiHas Gopya,
[TPOH3BOIMTE/LL, €ro TOBAPHEIH 3HAK, OPHIHYe- KOHUeHTpalmsA, obbeM npemnapara B ost-
cKiit anpec, Gake, TOProBO¢ HAMMELIOBAHHE NPeNa- | Holl aMmyne B MITHIHTPAX, KONHYECTRO
para (CoBnanaeT ¢ MeXIyHapOIHBIM HEMATEHTO- aMITyn B nagxe, cocran, «CrepuasHoy,
BAHHBIM HAHMEHOBAHHEM), JEKapCTBCHHYIO GopMy, | «IIpHMEHATS 10 HASHAYEHHMIO BPaTay,
KOHLEHTPAINLO, 00beM NPenapaTa b ONHOH aMityne | YCIOBUA XPRHCHUA, HOMED PErHCTPAnt-
B MHJUTHITHTPAX, KOJHMMECTBO AMITyl B Ma9Ke HITH OHHOIO YAOCTOBEPCHHS, HOMCP BEPCUH
YNaxoBke, cocTar, «Crepwrsno», «[IpaMeHATS 110 [I€YaTHOI'0 YNIAKOBOYHOIO MaTepHana,
HA3HAYEHHIO BPaYa», YC/IOBHA XPAHSHHA, HOMEp HOMED CepHH, CPOX FOAHOCTH, IITPHX-
PErHCTPAUHMOHHOO YACCTORCPCHHA, HOMEP BEPCHH | KOJMI, MPOH3IBONCTRCHHLI (hapMako,
[EYaTHOro YIAKOBOTHOIO MATEpHANA, HOMED ce- Hauecens! cpesicTBa HACHTHOMKALMY U1K
DHH, CPOK FOAHOCTH, [TPHX-KOJ, MPOH3BOACTBCH- | MOHHTODHHTA IBHXCHHA TEKAPCTBEHHLIX
=Bt papmaxon. Jlomyckaercs HaHeCEHUE CPEACTB MpEnapaTon.
HACHTU(DHKALMHN UIS MOHMTODHHT IBIKEHNA Jle- | Ha nauxe AOHONHHTENBHO YKa3aHkl
KapCTBEHHLIX MPENapaTos. «XpanKTs B HEQOCTYIIHOM JUIA jeTeit
Ha nawke IONONHHTENBHO YKa3bBAIOT «XPAHHTL B | MECTE), YC/IOBHA OTIYCKA.
HE[OCTYIHOM [UIA ICTEH MEeCTe», yCIOBHA OTycka. | MapkupoRKka TPAHCIOPTHOM Taphl

- Ha sTureTKe KEPTOHHOM KOPOGKH WM AIIHKA H3 cooTseTcTRyeT PenepansHOMY JakOHy
ro)pHPOBAHHOrC KApTOHA (A1 CTATMOKAPA) 10- Ne 61-@3, ct. 46.
MOJTHUTENEHO YKA3LIBAIOT KONHYECTRO YIIAKOROK,
« /1151 CTanHOHap&y.
MapkHpoBKa TPAHCMOPTHOH Taphl B COOTBETCTRHH
¢ PejepanbHbiM 3aK0HOM Ne 61-¢03, cT.46.
B 3anMImeHHOM OT CBETa MecTe
Kpasetii NpH Temneparype He suime 25 °C. CootsetcTayet
CpOELOMHOCTH eeise, 3 roga Jo 06 24
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Qe gepaapHoe TOCVTAPCIBCHHOE VHHTAPHOE MPETIPHATHE

«MOCKOBCKHI SHAOKPUHHBIN 3ABO/I»

HopoXox108CcKag Y1, 1L 25, Mocksa, 109052, Ten.: =7 (495) 234-6192, =7 (195) 678 0050, daxc: =7 (495)911-4210,
e-mail: mez! ‘@endophanm.ru, hiip:www endopharm.y

SAKJIIQUEHME Ne 559/21

0 COOTBETCTBHH cepHH (MaPTHH) JEKAPCTBEHHOTO Npenapara TpeboBaHHAM,
YCTAHOBJICHHBIM MPH ero mcynapﬂaemwﬁ perucTpaunu

TOPTOBOC HAWMCHOBaHNC

MeTonpo.10.1

2. | Mexnynapoasoe Meronpoion
HEMaTeTOBAHHOE
HaHMeHOBAHHE
(rpynrupoBOtHOE WK
XMMHUECKOE)

3. | Homep peructpauuontoro | JII1-004520 or 31.10.2017 r.

YAOCTOBEPEHHS (nata 3amenr1 09.10.2020 r.)

4, | HauMmeroBauue H anpec 000 «DHJOKPHUHHBLIE TEXHOJIOTMH», Poceus
Jepraress 121374, r. Mocksa, yii. Anexces CsupujoBa, 1.7, 3Tax 4, KOMH. 26
PETHCTPaLUOHHOIO
yJOCTOBEPEHHS

5. | Homep HOpMaTHRHOH JITT-004520-311017, u3m. Nel-4
JIOKYMEHTaUHH

6. | Jlexapcrpernas popma PacTROp st BHYTPHBEHHOIO BBECACHHA

7. | JIo3HpOBKA/@KTHBHOCTh 1 mr/Min

8. | ®opma BeIMyCcKa [To.5 Ma B amnyJfiax #3 GeclUBETHOIO CTEKIa NepBoro

| THAPOJITHYECKOTO KJlacca.

| e S amoyn B KOHTYPHO#H suefKOBO# yIAKOBKE U3 TIEHKH
NOAHBHHUIXIOPHAHOM 1 (OJIBrH anioOMMHHEBOH MeyaTHOl
JIaKH pOBalHOMH.
Ilo 1 KoHTYpHOIl AUeliKoBOH YIIAKOBKE BMECTE C HHCTPYKLUHEH no
[IPMMEHEHHIO B [1AYKE H3 KapToHa.
AMITYIIBE ¢ TOUKOH HajiioMa.

9, | Homep cepuu (napruu) cepust 30621

10. | O6nem ceprn (napTin) 21 316 yn. Ne5

11. | Jlara npou3BOACTEA 06.2021 r.

12. | JlaTa oxon4aHHsA cpoka 06.2024 r.
rOAHOCTH

13.  HauMeHoBanHe u agpec Hpoussodcmeo 2omosot Jreaapcmﬁe}mou ¢apwb1

npou3BoMTEns (¢
yKazalHeM cTaiui
TIPOHM3BOJICTRA)

®IYTI «MOCKOBCKUI 9HAOKPUHHBIN 3ABO/L », Poccus
109052, r. Mocksa, yn. Hosoxoxuosexkas, i, 25, c1p. 2
Hepeuynas ynarogra:

®IYTT «MOCKOBCKIM IHINOKPMHHBIA 3ABO/I», Poccus
109052, r. Mockga, yn. Hosoxoxnosexas, 1. 25, ¢Tp. 2
Bmopuunas/ nompeGumenveran ynarosra:

GIYIT «MOCKOBCKMH DHOKPUHHBIA 3ABO/I», Pocens
109052, r. Mocksa, y1. HoBoxoxjoesckas, . 25, ctp. 2
ITpoussodumens (Bunycraiowuil Konmpois Kauecmsa):

OIYIT «MOCKOBCKUH IHIOKPHHHBIA 3ABO/I», Poccus
109052, r. Mocxkna, y1. HoBoxoxJ0BCKas, 4. 25, ¢Tp. 1

Crp. 1u32




DepepanbHOe rOCYJAPCTBEIHOE YHUTAPHOE NPENNPHATHE «MOCKOBCKHI 3HIOKPHEHEENT 32801
MeTonpoaos pacreop JUlsi BHYTPHBEHHOrO BRejienud, 1 Mr/ma, cepust Ne30621

14. | Hazpanus, agpeca u OIVIT « MOCKOBCKHH SHIOKPHHHAIE 3ABOX »-
HOMepa JTHLUCH3HH Beex 109052, r. Mocksa, yn. Hopoxoxnosckas, 4. 25, ¢1p. 2, crp. 1
TIPOH3BOACTBEHHEIX JIMUCH3NA HA OCYUIECTBACHHE NpPOH3EOACTBA JEKAPCTBEHHBIX
TIJIOMIANOK H MECT cpeacts Ne 00118-JIC or 15.06.2021 r.
TNPOBENEHHS KOHTPO.Is
KatecTea
15. | JoxymeHTs! 0 3aKTiOYeHHe O COOTBETCTBMM [IPOM3BOLMTENS (HHOCTPAHHOIO
COOTBETCTBHH TPOH3BOJMTENL) JICKAPCTBEHHLIX CPEACTB ANA  MENMIKHHCKOTO
npoussoautens JIC IPUMEHEHHS TpeboBaHHsIM [Ipaewun Haaexarei
[Ipasunav GMP IpOU3BONCTREHHOH npaktukn Ne  GMP-0050-000302/18 ot
28.09.2018 r. u Ne GMP-0050-000303/18 ot 02.10.2018 r.
16. | PesynsTaTs! HeNbITaHHH [Tacnopr Ned ot 30.06.2021 r., BHIIGaHHBII OTAENOM KOHTPONS
(aHanu30B) Ka4ecTBa
17. | Jononxurensnas -
UHbOpMaLLHs
18. | 3akmouenue o Hacrodlumm s [IOATBEPMIAIO, 4TO BCe CTAJAMM TIPOHAROACTBA
COOTBETCTBHH JaHHOH CECpPUH JIEKAPCTBEHHOIO Irpenapara OLITH MPOBEICHEl B
NOMHOM CcoOTBETCTBAH ¢ TpeGomanusvu [lpaBun Hamnexamei
npoussojcTBeHHOR  mpakrkkw  (GMP), ¢ TpeGopanmsiMu
PerucTpalMOHHOro 10Che NEKAPCTBEHHOIOD Npenapata, a TaKKe
HHBIMH 'TPEG(}BB.HH)]MH, YCTAHOBAEHHBIMHA HOPMAaTHBHBIMA
npasoseiMu - akTami  Poccuiickoit  enepanmu, Espasuitcxoro
IKOHOMMHYECKOTO CO:038, [IEPE/l CC BEITYCKOM.
3anucH 1o MPOM3BO/CTBY, YIAKOBKE 4 KOHTPOJIO KAYECTRa MaHHOH
CEPHH IIPOBEPEHBI H YCTAHOBJIEHO COOTBETCTBHE TpefoBaHuaM
Tpasus Hamneskaweii NpoU3BOACTBEHHOM mpakTuky (GMP).
19. | Ceeacuusn of Hoanpyrusa M.B., ynonHOMOYEHHEIH 10 KAYECTRY
YIOJHOMOUEHHOM JIHIIE Tell. 8 (495) 2346192 n06. 4561
IIPOH3BOIMTENS c-mail: m_podprugina@endopharm.ru
| ITpukas Muusapasa Poccun ot 12.03.2021 r. Ne197 «OQ6
ATTECTANH B KAYECTBE YNOTHOMOUCHHBIX JIHL NPOM3BOANTENCH
11eKapCTBCHHBIX CPEACTE A/ MEIMIKHCKOrO IIPUMEHEHHS
rocyaapera-uieHa EBpasniickoro S3KOHOMHUYECKOTO COI03an.
20. | Tloanucs ! -
YIOAHOMOYEHHOTO JIH1IA W
[IPOH3BOJAHTEIS
21. | Jlara nozrdcaius 28.07.2021 r.

Crp.
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