AL
(e gepanbHOE TOCYIAPCTBEHHOE VHUTAPHOE IIpe JIPHATHE

«MOCKOBCKUI SHAOKPUHHBIN 3ABO/I»

Hosoxoxionckas vi1.. 1 25 Mocoxsa, 109032, ren.: =7 (495) 234-6192, =7 (493} 678-0050, daxe: -7 (495)911-4210,
e-mnail: mez@ endophanzr, hitp“www.endopharh.m

SAKVIIOYEHME Ne713/21
0 COOTBETCTBHY CepHU (HAPTHR) JIEKAPCTBEHHOTO Npenapara TpeGoBaHuaM,
YCTAHOBJ/ICHHDBIM [IPH €0 rocyAapCTBeHHOH PerucTpaluy

I. | Toprosoe saumesosanue | Tpauewxcam”
|

2. | Memxayuapoasoe Tpanexcamopag KuCI0T2
HEIaTeHTOBAHHOE
HAAMEHOBAHHE ; |
| ; (rpymiHpoOBOYHOE HITH 1 ‘
|| XHMHUYECKoe) 4
3. | Homep perucrpammonncro | JICP-001709/07 ot 26.07.2007 r.
VAOCTOBEPEHMA | (3ata Buecenms wamerennd 13.12.2016 1)
| 4. Hanmenosanue W aupec - AQ «Hmxdapm», Poccus
: nepKarens 603950, r. Huxnuit Hosropoa, yn. Canrarckas, o. 7
PErHCTPANHOHHOTO
B YAOCTOBEPEHU :
' 5. Homep HopmaTuBHOi JICP-001709/07-010416, usm. Nel-3
| IOKYMEHTALHH | !
| 6. | JlexapcTBeHHas (opma PacTeop ‘Ui BHYTPHBEHHOr© BBEACHUA
i_ 7. | Ho3MpOBKa/aKTHRHOCTh S0mt/@0n :

8.  dopwma BsinycKa

[lo 5 ma B ammydax #3 O€CUBETHOTO CTEKIAa NMEPBOTY |
PHAPOAHTHYECKOTO K/IACCa. E
'Tlo 5 amnyn B KOHTYPHOH sueHKOBOH YNaKOBKE H3 [UICHKH
[ NONMMBHHWIXIOPHAHOK ¥ (ONBIM  AMOMMHMEBOH [1CYATHON
JAKMPOBAHHOM.
'llo 2 xoOHTypHble HYeHKOBBIE YIAKOBKH C MHCIDYKUHEH IO
MEHUHHCKOMY IPHMEHEHHIO B NAYKS U3 KAPTOHA.
AMITYIIBI C TOYKOH H3JI0Ma.

9. | Homep cepun (maptvsr) | cepus 60821 |
10.  O6vem cepun (maprun) | 10 584 yn. NelO
| 11| Jlara npoussoncisa | 08.2021 r.

12.  dara OXOHYAHWA CPOKA 08.2026 r. _

13.  Hauwmecuopauue H aapsc - 1pouseodcmso comMoBoT AekapemeeHiol (Hopatbl. |
poH3BOAKTENS (C - PIVIL «MockoBCKHH SHIOKPUHHBIHA 3880/, Poccus !
YKA3aHHEM CTaIui ' 109052, r. Mocksa, yn. Hosoxoxsosexas, 4. 25, ¢Tp. 2 |

| {IPOM3BOJCTBA) - llepsuynan ynaxkosxka:

| - OI'VIT «MockoBckuit 3HAOKPYRHEIA 32801, Poccus
E 1090352, r. Mocksa, yn. Hooxoxnogckas, a. 25, ¢1p. 2
- Bmopuunaa/ nompebumensbekaa ynakosra.
OI'VII «MockoBCKHHR IHAOKpHHHEBIA 3aB0», Pogcus
, 109052, r. Mockea, yi1. HoBoxoxsosckad, 1. 25, ¢1p. 2
- lpoussodumean (Boinyexaiowuil KOKmMpoas kavecmea):
| ®I'VTT «MockoBCKII IHIOKPUHHEIN 3380, Pogeus
_j 109052, r. Mocksa, yi. Hopoxoxnoseras, 1. 23, ¢1p. |

Crp. 1us2 L p



@EAG]}&"&HOE FOCY,.IE]JCTB@HHOE YHUTAPHOC NPEeANpHATHE «Mocxosexu#t BHIIOK{JHHHBIB 3aBOA»

Tpanexeam' pacts B0 /L1s1 BHYTPHBEHIOT0 BBCICHAN, 50 mr/ma, cepus Ne60821

14, Hazsauus, ajgpeca u OIVIT « Mockogexuil SHOOKPUNHBLE 346000, i
HOMEpa JTHUEH3UH BCeX ' 109052, r. Mocksa, yi. HoBoxoxnoscekas, a. 23, crp. 2. ¢1p. 1 5
‘, IPOH3BOJCTREHHEIX | JlMneH3sMs HA  OCYINECTBICHME NPOW3BONCTRA JICKAPCTBEHHBIX |
|| TUIOMA/OK K MECT ~cpeacts Ne 00118-JIC ot 15.06.2021 . .
| | IPOBEJEHHA KOHTPOIA §
KauecTsa B |
| 15, JlokyMenTHL 0 Ceprudukatsl cooTBeTcTBUs TpeboBanmam [Ipasui HajUiexaile !
' COOTBCTCTBHH | [IPOM3BOACTBEHHOM mpakThkd [BpasuiicKoro 3KOHOMUYECKOro
nponssonuress JIC Ccoroza Ne GMP/EAEU/RU/00061-2021 ot 14.04.2021 r.,
[Tpasanam GMP 'Ne  GMP/EAEU/RU/00070-2021 ot  14.042021 r, MNe|
| GMP/EAEU/RU/00063-2021 or 14.04.2021 r. !
16. Pesymprarsi vcnbitanuii | TMacmopr Ne6 or 22.09.2021 r., BeuIaHHBIE OTACHOM KOHTPOMA
‘J gaﬁawmaoe) | Ka4ecTna B
17, | JononHureabHas | -
- HHpOpMALHA
18, | 3akirodeHUe o Hacmzumw A TOATBCPIKAAIO, YTO BCE CTANMM TPOH3BO/ACTBA T
| COOTBETCTBHH MAHHOW CepuM 1EKADCTBEHHOTrC npenapara ObUTM TPOBCHEHbL B |
‘ MONHOM COOTBETCTBMH ¢ TpeGosaumsvi 1lpaBun Haulexawel |
f NpoM3BOACTBEHHONM  npaktukd  (GMP), ¢ rpeboBanuAMM 5
; | PerucTpaIHOHHOTO A0Che JIEKAPCTBEHHOIO MPEnapara, a Taike
" HHBIME ~ TpeOOBaHHSMH,  YCTZHOBACHHBIMH  HOPMATHBHBIMH |
iipapoBeIMH  aktamp  Poccmiickodt  OQenepaumu, Espazuiickoro '
; IKOHOMHYECKOTO COHO3a, MePeN €€ BRILYCKOM.
E - 3anucH 1o MPOM3BOACTBRY, YIAKOBKE H KOHTPOJIKO KadecTea JIAHHOHK |
! i | CepUH TIPOBEPEHBI H YCTAHOBJIEHO COOTRETCTBHE TPeOUBAHMAM
. | Ilpapui1 naanexawed NpoH3BOACTBEHHOM npakTiky (GMP).
TR Crenenus 06 ] [Tonnpyruna M.B., yrosnHoMOueHHEN TO KAYECTBY
YHOIHOMOYEHHOM JTHIIC Ten. 8 (495) 2346192 nob. 4501
HPOUIBOIATEN R e-mail: m_podpruginaf@endopharm.ru
TNpukas Munaapasa Pocenu ot 12.03.2021 r. Ne197 «06
E ATTECTALMM B KAYECTBE YITOTHOMOYCHHEIX THL IPOK3BOAHTENICH
% _ JIEKAPCTBEHHBIX CPEACTB [UTH MEAMUHHCKOTO IPUMEHEHHUA |
| L _ _rocyaapersa-uiena EBpazuiickoro IKOHOMEHECKOro Coio3as, 4
- 20 Honnmce / 7 E
| VIIOTHOMOHEHHOrO THild S Pl _,,, ,,./.—‘ - ! i

f NIPOM3BOAWTENA

| Mara mortMcasdus

’g§:;}9.2021 r. I !

Ctp.2u32



IMpomssencno OI'YII «MockoBCkHit SHI0KpHHHLIA 3280/ 18 AO «Huxdapmy»

Haumenosanue 1npoykunu mo HJJ

Cepus Ne

KomuuecTso npojtykumu B cepuu

Jlata npousBojicTea

IMMTacomopt Ne 6

BBeaeHus S0 Mr/ma
60821

10584 yu.Ne10
08/2021

TDBHeKcaM® PACTBOD A1l BHYTPHBEHHOI'O

Hcunrranus (ananmsst) nposeaensr no JICP-001709/07-01041 6, u3m.Nel-5

ITpu ynakoske ammys1 ¢ Hagpesamu (Haceukamu) H TOY-
KaMH WIIH KOJIBUAMH H3JI0Ma CKapH(HKATOPRI HITH HOXU
aMIy/IbHBIE HE BKJIAIBIBAIOT.

YnaKoBka «/U1A CTALHOHAPOB»

1o 20, 50 wiu 100 KOHTYPHRIX A4eHKOBLIX YNaKOBOK ¢
MOKPEITHEM (onLroii BMecte ¢ 20, 50 u 100 HHCTPYK-
IHAMH 110 METHUMICKOMY IPUMCHCHHIO 1EKAPCTBEHHO-
'O Mpenapata, CKapUQHKATOPAMM HITH HOKAMH AMITYTh-
HBIMH B KOPOOKH U3 KapTOHa WM B AIHKM M3 KapTOHA
rodpuposasHoro.

HaumenoBanue TpeSonamns HI Pezyabrars:
noKazarenei __AHAJIM30B
| Onucanue [1pospaasslii GecimeTHBIH pacTBOp Tpospaunntit Gecuseribii pacteop |
BOXX. Bpems ynepxuBanus 0CHOBHOTO MHKa
Ha XpOMATOrPaMMC MCIIBITYCMOrO PACTBOPa JOIKHO
COOTBCTCTROBATL BPEMEHH YIEPKUBAHUS OCHOBHOTO Cootpercrayer
Hopmuuuocts ITMKa HA XpOMATOTrpaMMe PacTBOPA CTAHIAPTHOTO
o6pasua (CO) TpanekcamMoBoii KMCIOTHI,
Kauccteennan peakus ¢ 0,2 % pacrtsopom
HUHIuprHa B 96 % crmpre. [NonoxurensHas
_ITpo3paunocTs Homxen 6biTh Mpo3paunLIM r!poapaquuﬁ ]
| e— Homken 66Tk GecupeTHLIM HIH becupernblit
i BLIICP)KHBATE CPABHEHME C dTAOHOM Y7 )
H Or 6,5 1o 8,0 7,3
Mexaunaeckue
BKJIOYEHHS: Homxken cooTeTcTRORATH TpeGOBaHHAM
- BHIMMBIC YACTHILE! [ PD, OGC. 1.4.2.0005 18 s R o
- HEBMIMMbIE YACTHIILI > 10 Mxm - He Gonree 6000 B ool amnyse 42
> 25 Mkm - e Gonee 600 B oo amiyse 1
B3XX. Ilpumecs A - ne Gonee 0,3% He obHapyxena
ITpumece B - ue Gonee 0,3% 0,11
[Tpumece C - ge Gonee 0,1% 0,004
Hocropormue npumecy Ipumece D — ge 6onee 0,1% He obrapyxcna
Jlio6as npyras npumecs — ue Gonee 0,1% He oGuapyxena
L Cymma npumeceii (kpome A, B, C, D) — He Gonee 0,3% He obrapyxena
M3BiickaeMsblii 06meM He meHee nomuuansnoro Cooreetcrayer |
CrepunbHOCTh HomieH ObITh CTEPHILHEIM CrepwibHnii
s He Gonee 0,33 ED/mr Megee 0,0384
KosmuecTrennoe Ot 45 1o 55 mr 50
_ofpesieiieHne B | Mn npenapara [
ITo 5 mit B amimysiel u3 GecLBeTHOrO CTeKTa MepRoOro Io 5 mut B ammynax u3 Gecuperroro
I'MIPONMTHYECKOrO Kiiacca. CTEKJIA [IEPBOTO MMAPOJIMTHYECKOrO
ITo 5 amnyn B kouTypHYIO syeiikoByio YNaKoBKY U3 Kiacca,
TICHKH NOJMBHHHIXIIOPHAHON HIIH B KOHTYpPHYIO svicii-| [To 5 aMnyJl B KOHTYPHOM A4eHKOROM
KOBYIO YIIAKOBKY W3 IUICHKH MONMBHHWTXIOPHIHOR H | YIIAKOBKE M3 ILICHKH NOJIMBHHHIXIO-
(hoeru amoMHEKEROH NevaTHOMU JIAKHPOBAHHOM WITH PHAHO# U doibrE amoMuHHEBOH re-
rHOKOH yNnaKkoBKH Ha OCHOBE ATIOMUHMEROL ossry. HaTHOH TaKMPOBAHHOM.
IMo | win 2 koHTYpHLIE SUCHKOBBIC ynakoBku eMecte ¢ | Ilo 2 koHTYpHKE AueiikoRble YNaKoBKH
MHCTPYKLMCH N0 MCMIMHCKOMY NPUMEHEHHIO JIekap- | C HHCTPYKLHCH M0 MEAMIIMHCKOMY
CTBEHHOIO Mpenaparta, CKapU(pHUKaTOPOM HIH HOKOM MPHMEHEHHIO B NaYKe U3 KapTOHA.
Ynakoska 4MITYIEHLIM MIOMCINAIOT B MaYKy W3 KapTOHA. AMIIyJIBI C TOYKOH HIOMA,
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pousneneno GI'YII «Mockosckui sn0kpunsbd 3aBoa» juis AO «Huxpapmy»
Tpanexcam” pacTBOp U1 BHYTPHBEHHOT0 BReACHUS S50 mr/mu, cepus Ne 60821

IIpu ynakoBke ammyn ¢ Hajipe3amMu (HaCEUKAMM) H TOUKaMH

Ynakoska WIK KOMhbLUAMHA H3I0Ma CKapHGHKATOPLI MK HOXKH aMITyJIb-
HBIC HE BKIAABIBAIOT. 4
Hepauunas ynakosxa Ilepsuunas ynaxoexa
Ha 3TuxeTke aMITy)ibi yKa3bIBAIOT HAMMeHOBaHKe mpeanpu- | Ha oTHKeTke aminyiisl yxazaHu HauMe-
ATHA-IIPOU3BONMTENN, CTPaHy, ToBapHLIif 3Hak LLITAJTA HOBAHHE 1IPC/INPHUATHA-TIPOUIBOJIHTE]IA,
ApunaitMutTens Al', HauMeHOBaHME Npenaparta ¢ npeiynpe- | cTpasa, TosapHeiit 3Hak LLITAJIA Apu-
[HTENBLHOK MapkupoBKo# ®, nexaperennylo GopMmy, kon- | HaiimuTTens Al', HaMMeHOBaHHUE Mpe-
LEHTPaIHIO, 00BEM B MILTIIIMTPAX, HOMEP CEPHH, CPOK I'o/l- | NIAPaTa ¢ NpeynpearTebHON MapKH-
HOCTH. poBkoit ®, nexkapcTaennas hopma,
Bmopuunas (nompebumenscrkas) ynaxosxka KOHIleHTpaims, ofheM B MAJUTWIHTPAX,
Ha donsre koHTypHOMH sueiikoBOH YNIakoBKH, MauKe yKaibl- | HOMEp CCPUM, CPOK FOHOCTH.
BAIOT HAWMEHOBAHME NIPEANPHATHA-IIPOMIBOJUTENS, IOPUIH- | Bmopuunas (nompebumensckas) yna-
4eckHi anpec, Tenedorn/paxc, HAMMCHOBAHHKE TIPENAPATa ¢ | KOGKA
[peAyNpeuTebHOM MapKHpoBko# ®, MexaynaponHoe He- | Ha ¢onsre KoHTYpHO# sueiikoBoit
[aTCHTOBAHHOE HAMMEHOBAHHCE, JIEKAPCTBEHHYIO (hopMy, YMaKoOBKH, 1a9Ke YKa3aHbl HAHMCHO-
KOHLEHTPAIHIO, 00beM B MUJUIMIIMTPaX, KOJIWYCCTBO aMITyll, | BAHHE NPEATIPHATHS-POH3BOANTENS,
«CrepuibHon, «[IpUMEHATE 110 HA3HAYEHHIO Bpaja», YCIIOBMS OPHAHIECKHH ajipec, Tenedon/daxc,
XpaHeHH:A, HOMCP PErMCTPALHOIHOTO YAOCTOBEPEHHS, HOMEP | HAMMEHOBAHME ITpenapara ¢ npexynpe-
CCPHH, CPOK I'0JJHOCTH. IMTEIbHOR MapkupoBkoi ®, MexyHa-
Ha nauxe 10no/HUTeIEHO yKaILBAIOT IOPHIMYECKOE JIHLO, | POJHOE HENATEHTOBAHHOE HAMMEHOBA-
Ha HM# KOTOPOTO BhUIAHO PErHCTPAITMOHHOE YI0CTOBEPEHHCE, | HHE, JIEKapCTBEHHAA (POPMA, KOHLIEHT-
ero ajpec, Tenedon/axe, Tosapusii 3nak LITAJIA Apu- pamus, 00beM B MHJUIMAMTPAX, KOJIU-
HalMHTTeNb AT, «XpaHHTB B HEOCTYITHOM /UTA NeTei Mec- | wecTBO ammyi, «CrepwisHoy, «ITpume-
Te», YCIOBHA OTITYCKA, COCTAR, ITPHX-KOJI, IOMYCKACTCA Ha- | HATL NO HA3HAUCHHIO RPavay, yCIOBHS
HECeHHMe CPE/CTB HACHTH(UKAIIHH /U MOHHTOPHHIA JIBIDKE- | XPAHEHHSA, HOMCP PErHCTPALMONHOTO
HHA JIEKapPCTBEHHBIX NPENAPATOB. YAOCTOBEPEHHA, HOMEP CCPHH, CPOK

MapxupoBka Bmopuunas ynaxoska (s emayuonapos) I'OJIHOCTH.
Ha dosbre xonTypHoit sueiikoBol yNakoRKM yKasuiBaloT Ha- | Ha nauke AONONHHMTENBHO YKA3aHB!
HMCHOBAHHE NPCANPHATHA-TPOHIBOLHTEISA, IOPHAMICCKHHA | IOPHIMEECKOE JIMILO, HA MMA KOTOPOIO
anpec, Tenedon/akc, HAUMCHOBAHKE 1IPENApaTa ¢ Npey- BBIIAHO PEIHCTPAIHOHHOE Y/10CTOBEPE-
MpeIMTCILHOR MapKUPOBKO# ®, MeXIYHAPO/IHOE HENATEeH- | HHE, ero ajpec, Tenepon/dakc, Toap-
TOBAHHOC HAMMEHOBAHHKE, IEKAPCTREHHYIO (opMy, KoHUCH- | Hbil 3nak IITAJIA Apumalivurrens
TPAIMIO, COCTaB, 00BEM B MIWLIHIIMTPAX, KOJIIMYECTBO amitys, | Al', « XpaHHTB B HEJIOCTYIHOM JUIS e~
«Crepriibioy, «[IpUMeHATE N0 HasHadeHmo Rpaday, «[ns | Tell MecTen, YCIIORUA OTMYCKA, COCTAB,
CTALHOHAPORY, YCIORUA XPAHCHHA, HOMCP PETHCTPALMOHHO- | IITPHX-KOJ, HAHECEHb! CPE/ICTRA MICH-
ro yAOCTOBEPEHHs, HOMEP CEPHH, CPOK I'OJIHOCTH. TH(UKAIK [UIS MOHHTOPHHIA JBHKC-
Ha staKerre kopoGku wiH AMMKa yKa3bIBAIOT HANMEHOBAHHE| HUA JIEKAPCTBCHNKIX TIPEIIAPATOB.
NpC/INPHATHA-NPOH3BOAMTENA, IOPUIMHECKHIt a/Ipec, Tele-
hon/axc, ropuaMHeckoe AU, Ha UMS KOTOPOTO BELIAHO
PErMCTPalIMOHHOC YAOCTOBEPEHHE, €0 afipec, Tenedon/bakc,
ToBapblii 3Hak LUTAJIA Apunaitmurrens Al', Haumenosa-
HUE Ipenapara ¢ lpeaynpeauTeNbHoH MapKkuporkoil ®, me-
HIYHApOJAHOE HCHATEHTOBAHHOE HauMCHOBAHHE, JiekapcT-
BEHHYIO (hOpMy, COCTaB, KOHLEHTPALHKIO, 06bEM B MIILTH-
NUTpax, KOMHIECTRO aMITyJl B YNIAKOBKE, KOMHUECTRO YIIAKO-
BOK, «CTepuiibHo», «[IpuMEnSTS 110 Ha3HAYeHMIO Bpaiay,
«Jlnst cTaMoRapoB», « XpaHnTh B HCAOCTYIIHOM JU1f AeTeH
MECTC», YCIIOBHA XPAHEHHS, HOMED PErHCTPALMOHHOTO Y0~
CTOBCPCHMA, IITPHMX-KOJ, HOMED CEPHH, CPOK I'OJHOCTH, J10-
MYyCKACTCH HAHCCCHME CPEACTR HASHTHUKALIMKE /119 MOHHTO-

- PHHI'A ABHKEHHA IEKaPCTBCHHBIX IPEIIAPATOB.
Xpaneune I‘lpH Temneparype He Bpime 25°C Cooteercrayer
Cpok rosiocTH 5 ner Mo 0826

3akimouenne: coomercrayer Tpeﬁeaanmm JICP-001709/07-010416, u3m.Ne1-5
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