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Honmenosanue E o)
- Tpe:onanun HA Peayn HENHID
: TIpoapavHan Gecuperuas HWiK CHErka . . I
Onucanue SARTCRNTAS SROCES [Ipo3paunas CIETKa HENTORETAA KHAKOCTD
Unenmnduxams V'-crieKTpE! MOT/OMEHILE HCNRTYEMOI0 PACTEOPA H
- V®-cnek1poOTOMETPHA. | PACTBOPA CramuaprHoro obpasig obnacT# ANHH Maxcmym:297 m
sonR o7 240 10 340 BM AOIDKHE! HMETE MAKCIMY2M
NOTJIOIMEHHMA TPK JUIMHS BOJHL! 297 & 2 Hng,
OcroBi06 METHO HA-XPOMATOrPAMME HCIEITYEMOrO
- TCX. pacTBopa 1 o banHInie; PACTIONOMEHHIO K HITSH- | CooTBeTcTByeT
CHBHOCTH OKPAcki AQ/DKHO COOTBETCTRORATE ILATHY H
XPOMATOTPAMME PACTEOPA A CTRHIBDTHOrO 00pasi@a.
- KaqecTnenHas peakint Ha Homywenmil pacTROP ROTAKEH HMETD OPAIDKEDYIO CooTpercTayer
AHTEPHYIO KHCHOTY. OKPACKY C MHTCHCHBHOR 3CHCHON (ayopecuenunelt :
- KagecTpeHHEIS peakLiHi Ha
natpHA MeTaGucyIBGHT:
A) KavecTaoNHAT peaxuus TINaMA TOpEiH OXPAUIHBACTCE B AKE/ITHIA IBET, CoDTBETCTBYET
Ha MOHEI HATPHA.
B) Katcernennad peaxmud PacTBOp KANHA NEPMAMTAHATA HILEEH Coorserctnyer
Ha noHH MeTabucynegnTa OO ECUBETHTECA.
IIpo3paunocTh Jomxen GLITL NPO3pAYHLIM TIpo3pagHuit
Tomwken GrITh OeCIBETHLM HIK HHTERCHBHOCTS €O
A OKPACKHM He JOIDKHA NPOERIMIATS STANOH Y Mesioe 37. Y
pH 01 4,0 po 5,0 4,5
Mexaunucckne
BKJIOTCHHA: Jlonmen BEACDAXHEATS TPEOORANHE Briepkupaet
~BITMMELE TACTHILE I'd.P®, ODC.1.4.2.0005.18
-HEBHIHMEIE JACTHLIH > 10 mxes - 1ie Gonee 6000/aMmyna 79
> 25 MrM - ue Gonee 600/anmyna 2
TCX: JomyckaeTest OHO MATHO
Epmeson nwnenmc[._\mmfnn?uﬂnﬁ pprnecs we Gonee 0,5 % Hes olieyrymony
Jlonuen cOOTHETCTBODAT TPeOOBAHUAN
Fmamnil ofien I'® PO, OBC.:1.42.0003.15 Coommesuinyer
B coorrercTaun ¢ Tpefopanmmm
. AVID =LY
ﬂof;;‘;’;‘;‘;g’:;“ S Eemz AV10 > L1, 10 AV30 <L1 5t ncg anaseint X, 1,1
: YAOBNETBOPHIOT
HepaBecTRy [M-x;}<0,01'L2*M; rne L1 = 15,0
Bakrcpranbusie He 6onee 0,70 E/mr Meiee 0,24
JHIOTOXCHEBI ATHWIMETHIMHIPOKCUNEPIIANHA CYKITHHATA
CTepILHOCTh Jomyer 6RITH CTEPHIEHLIM CTepRIBHE
KommecTseHHOS Homiaio Grrms 0T 45 10 55, Mrian 51
ONpEASNeHHE ITHIMETHITHAPOKCHITADHWIHEE CYKIMHATA .
KommecTaennoe Homico Garrsot 0,15 a0 0,44 Mrimn 0.35
Onpeneneme HaTpia MetafucynsuTa i
TTo 2 w0 Wi no § Mn mpenapaTa 8 ammyisl 1-ro rug- | Tlo 5 ma mpenapara 8 “‘ THOTO
POIKMTIEMECKOTO KARCCA JWIH B AMITYIB! HelTpansy CTeKNA ¢ TOUKOMH P 2 4
CTeRNa GEeCIBETHOND Ik CRETOSAIMTHOTO CTEKIA ¢ | TPEMA MapKipOBQT i Komsany:
ToukoH pasona cisero wus Genoro unera W Tpeda | (Bepxuee — i -cpéAnees Hengs;
V¥nakoeka MAPKHPOBOTHENMY KOMBUAMH (BEPXHEE — KENTOS, "HIKHEE - KpacHoR): | HGOKP UM,
cpeanes — Genoe, HIIKHES - KpacHoe). o 5 ammyn B ko
[10.5 anumyn BKNANKIBAOT B KONTYPHYIO MMEHKOBYI0 | YIGKOBKE B3 1UI
YNBKOBKY H3 IUIEAKH nommxmmopmoﬁ.- TOJTRBHHEITXITI0 DM JTHE
Jlnst emrmys o 2 Ma — 1,2 uni 4 xoHTYpHBIS Tlo 1 RouTyprolt a9e

1m2




Tpousseseno GIVIT «Mockoncki sxpokpranmii aasoyy i 000 GHIIK «PAPMACO®Ty "2 » -

Mesécunon®, pacTBop AN BHYTPHBEHROTO f BHYTPHMBIIEHOrO BBEACANS, 50 Mr/bt ceprn N 230622 . e

A7efIKODLe YNAKOBKH BMECTS C HHCTPYRUUEN N0 MOAK- | MHCTPYKIKCH N0 MEUIMHCKOMY MPIHMEHEHIIO
LLLHCKOMY PHMCHCHYIO IeKOPCTBERHOrD Npenapata” | NGK&PCTBCHHOrO Npendpera B NawKe 13
BRIA/IBIBAIOT B NAYKY H3 KepTOHA. Jlut anmyn no 5 Mit— | Kaproma.
1, 2 wiy 3 KOHTYpHBIE AYeHKOBBIC YIAKOBRY BMECTE ¢

R nagzpyxutigﬂ 10 MEAHIHHCKOMY (TPIMeNOLIn0 JeKapeT-
BESHHOrD PENAPATA BKNAMKIBAIOT B ATKY K3 KAPTOHA.
To 4, 10, 20 koATYpHEIX RYEAKODLIX YIIAKOBOX BMECTE ©
sHeTpyRIHell 10 MemMHRCKOH MPHMEHEHITIO CKADCT-
BEHHOTO OPEnapata B MAYKy 3 KAPTOHE KOPoOouROTO.
Ha nepauunos ynaxoaxe (avmyie) yraawgaiom: Topro- | Ha nepnurdroif ynakonke (aMiyne) yKa3ane!:
BOC HAHMEHOBAHHO JIEKAPCTHENHOTO NPBNApATa ¢ Npe- TOProBce HAHMCHOBAHAS NEKAPCTRCHHOTO Ipe-
nympeadTensHoli MaperpoBroit «®», neKapcTBEHHY0 TIAPaTa C NPenyNpeIATeIEHoH MaprupoBKoi
(opmy, KOHIEHTpaLo, 00BEM B MIDVWIHIPAX, 1010+ «®n, nexapcraeHHAR GOPMA, KOENESHTPALIHA,
THII DIAJC/BLA PErMCTPALKORHEOIO YAOCTOBEPLeHTIA, o6BEM B MILTIVIHTPAX, JIOrOTINI BAAKEIBLA
«DAPMACO®T», HoMED cCpHM, CPOK roguocTH («ro- | PerHCIPAMOHHOID YACCTOBCPERIS,
LCH I1OR MM «ION), AOIYCKASTSH YRatamue HoMepa nep- | «PAPMACOQTY, ioMep cepint, CpoX MOJHOC-
CHH DEYATHOrO YIaxoBOTHODO MATepHANa. TH («rOfICH HO» U1K (H0%), NOTYCKAETCA yKala-
Ha emopunnoii yrarosxe (rapmennoil navke) yxaswea- | 1ie HOMEPE BEPCHH NCTATHOrO YIAKOBOTHOTO
lom: TOProBo¢ HANMCHOBINHE IEKAPCTBEHHOTO MpEra~ MaTepRana.
paTa ¢ npeynpeANTenL oA Maprupos Kot «@y, rpym- Ha propusHoft ynaxoske (KapTonHO nadke)
MIPOBOYHOE HAUMCHOBRINE, NEKAPCTREHHYIO opMy, YE&IAHEL TOProRGe HAMMCHOBAHME NeKARCTBEH-
ofneM B MIUDIHIRTPAX, KONHICCTRO EMIYT, KORNEHTPa- | HOI0 MPENapaTa ¢ NpeaynpeaUuTenuHOR MapKu-
110, COCTEB JIPKAPCTBEHEOTC Npenapata Ha 1 Mi, nomep | popkoif «®), rpyan#ponovHoe HARMEROBAHNE,
PErHCTPAIEOHHOID YA0CTOREPEHIK, «CEHATENLETRO nerapcTaecHHaA GopMa, 00BEM B MEUDLLHIpAX,
PocnarcHra Ha ToRapHEIH 36aKk No 3069200, HaMenosa- | KOIAYECTRO aMITy]1, KOHIGHTPAIit, COCTEE
HHE [POM3BOXHTENA H 8peC MPAI3BOACTER, HAMMEHD- JIeRapCTBEHHOTO TIpENapara Ha 1 M, HoMep
Bamue, aupec, Tenedow/GaKre M IOrOTIII BNade/sLia pe- | PerHCTPAIHOHEOro yAocTobepe s, «Couac-
THCTPAUMOHHOTO YiocTonepeu, «GAPMACODTS, TensCTBO PocnaTeHTa Ha TopapHsit 3nax Ne

MapripoBKa YCIORHA XPAHEHIL, YCHOBIA DTIYCKE, MPEAYNpeIKTens. | 3069200, HRiMEEOBAHIS HPOHIDOAUTENA 1
mnie ganmiew: «Crepunsion, «[IprMerATs 10 Hasuage- | agpec NPOKIBOACTEA, HAUMBHODAHHNE, GIpPEC,
MO0 Bpatay, «Xpasrs B ReLOCTYHOM s fetelt Mec~ | Tenmedon/(axe M noroTin RIaXALLE perHeTpa-
Ten, «Cnocol NpEMeEEHIA: M. HHCTPYRINNO 110 MeAH- | IMOHHOrO yaaocTosepsts, «GAPMACODTS,
LHHCKOMY NPHMERSHEIO JICKEPCTECRHOTO OpemapaTay; YCITOBHA XPAHEHIA, YCIORHA OTIYCKA, TPeLy-
«ITpenoxpasaTs OT NENCHUN I YAPORY, INTPHUX-KO, NpeRHTeNBHEIe HammucH: «Crepumsnoy, «[Ipa-
HOME]D CEpIH, CPOK I'OAHOCTH (Yojelt 40), ROMYCKAeTe: MCHITE 110 HOSHAMCHIIO Dpaqay, «XpaiuTs B
HAUCCOHHE CPEACTD HUCHTHHKAIDNE VLT MOHHTOPIUTE | HEOCTYIHOM Wik fetell Mecten, «Coocol npi-
JBIGKEHHA NEKAPCTBEHERIX IPENAPaToB H YKAIaHHS MEHERHA! CM. HHCTPYKIGHIO IO MEMIMHCKOMY
HOMCDA BEPCHI NETATHOTO YIAKOBOYHOIO MATCPHAIA. NPUMEHCHHIO ISRAPCTOEHHOTO MPEnepaTay;
Ha proprauoit ynakoske (kapTomioit mauke) jis c1a- «ITpenoxpauATE 0T HAXEHIE B YAapORY,
IHOHBPOR JOMOTHHTENLHO YKAILBAIOT ITTPHX~KOJI, HOMEp Cepint, CPOK FOLHOCTH
«is cranuomapony, Gea ykaamii yononudt otnycxe ¥ | (TOJeH 40), HABECEHR! CPEACTRA RESHTE(MK-
npenynpexuTensnoit HammicH «TIpHMEHATS MO HA3HA- LG4 U MOHKTOPHHTE [IBFIDREHES JIGKAPCTBEH-
QEHHID Bpaga. HEIX ITPEITAPATOB H YKA3AH HOMEp BepCHA
Ipumexanie. Ha ncex KOMNOHOKTAX YNIGKOBKY MOIYT | TIE9&THOIO YIIAKOBOYHOIO MATCPHANA.
NPHCYTCTBOBATL JABOJCKHE TOXHONMOTHIECKHS KADI, Ha Beex KOMIOHCHTEX YTIAKOBKH MPHCYTCTRY-
MECTOPACHO/IOKEHHE KOTOPLIX MOXET MEHATECR B 3ABH- | IOT 3ABOACKIE TEXHONOIHYECKHE KOIE!,
CHMOCTH OT TeXHONIOIHICCERX ocobexmocTe nmpomssos-
CTBA.

B sampmenoM 0T CBBTR MecTe,
L NpH TeMIEpaType He Brlme 25°C Cootaeroraycr
CpoX roiHOCTH J rona o 0625
- Jaxaouenne: '

Mexkcupon®, pacTBop it BHYTPHBEHHOI'O ¥ BHYTPHMBIIEYHOrO BBefieHus, 50 Mr/Mi, aMITyIs!
5 mu, yn. Ne5 coorBercTByer TpeGonanmam JIIT-Ne(000107)-(PI-RU)-090322
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deiepatbioe rocyapeTBeHoe YIRITAPHOE [peTIPHSTHE

«VMIOCKOBCKHH 3HIOKPHHHbIY 3ABO/I»

Heooxoxnoscrar v, 2. 25, Mocsas, 105032, Ten.: #7 (495) 2346192, +7 (493) 678-0050, doxe: +7 (495) 9114210,
e-ma:l; mez@endapharmey, hitp M eqdophamny .
JAKJIIOYMEHHE Ne 491/22
0 COOTBETCTHIM cepitit (NAPTIH) ACKAPCTHEHHOTO NpenupaTa TpeGoBaitinym,
' © YCTAHODACHMLIM DY CFO FOCYANPCYBENIION PerICTpatmy

I l Toproooe nausenopuine | Mewcuaoa®

i

2. | Mewayuapoaitoe JTHUMETIUANILIPOXCHINPIGINIA CYXUMIAT
* HENSTCHTOBBNNOE
HitMCHODARHE
(rpyninipoBOUHOT MAaN . :
XEMHYCCKOE)

3. | Homep peructpaunonnoro | JIN-Nx030107)-(PT-RU) or 29.12.2020 .

YAOCTODEPEHHR
4. | Housenosanice it apec 000 «HNK «LAPMACO®T», Poccia
Jepwartens ‘ 115407, r. Mozkaa, ya. Cynoctpoirrearnas, a. 41, stax 1, hom. 12

FETASTPRIHOHHOTO
| ¥aocrosepenns

5., Hosep nopmarsanof JIN-Ne(000107)(PI"-RU)-090322
! | SOKYMERTOUIK
| 6. ' jlexaperpennas dopya PocTaop 218 BHYTPHECHNOIO H BHYTPHAMBRICYHOIO DBEACHHA
[ 7. | /lo3sposxa/akTyBHOCTH SO Mr/nen
8. | Qopma BLITYCKa Mo 5 ma npenspara b amnynex GECIBETHOrO CTEKTE € TONKOR

pRAOMA BCRoi0 LBCTD M TPEMA LAPKAPOBOMHBAH  KOJLLAMK
(BcpxHce - WemToe, Cpennee - 6en0e, Nuwiee — Kpacuoe).

! Mo § oMrya p KonTypuoR saueilxodofl ynakasxe W3 MACHNK
i HONHOMHHANLOPHIULOR.

! Mo 1 xowrypinoR sueRkoooR ynaxonxe ¢ uHcTpykuef mo
MEQHUNHCKOMY NPUMENCIHIO NCKOPSTRENHOTO MPENAPATE B NAYKE
_ H3 XapTONA.

9. | Heued cepun (napriu) cepnsg 230622 ) '
10, { OGuve cepits (naptitu) 22 181 vn. Na$

L1. + Jlava nooudveacToa 29.06.2022 r.
12, | Jara okonvanns cpora 06.2025 r.
I roanocTy
+13. | Hanmenouvastine i anpec lTpouseodcmuo comogoi rexapemoeiion Fropaced:
nponinoanseas (c OIYIT «MOCKOBCKUA 3HUOKPUHHBI 3ABO[», Poccusr
YRAIZHUCM cTMA r. Mockoa, ya. Hosoxoxnonexax, a. 25, cTp. 2
Npoi380.1CT0a) Mepguvian ynaxoava:

OrYN «MOCKOBCKUA DHAOKPUHHLIM 3ABO /s, Poccita

r. Mockua, yn. Honoxoxobekax, o 25, crp. 2

Bmiopuvnas/ nompebumenuexas ynaxooxa:

OIYTT «MOCKOBCKHHA IH/IOKPHHHBIA 3ABOyrPors

r. Mockna, yn. Hosoxoxroscxas, 2. 25, ¢tp. 2 AU SRR

i l {Tpowsscdumens (Bbmycm_:o‘uﬁgi‘go:cmpo.n xaue jb):/ \"‘Y
|oryn «:»10cx<o?21qﬁﬁ{:-;ﬂnoz¢g HHBIA 3 __101_1». Roceuniir |
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Degepantlioe rocyAapcTREHEOE YRITapHoe npeanpustie «Mockoncxuii 38n0KpHRHEDE 3a80»
Mexcngon™, pactnop Ans BRYTPHBEHHOTO H BHYTPHMBILCYHOr0 BBeACHAS, 50 Mr/atn,

cepusr Ne230622 :

14. | Hazsauus, anpeca 1 @Iy «MOCKOBCKHM SHIOKPUHHBIA 3ABO T
HOMCpA NTHLEH3HH Beex 109052, r. Mocsea, ya. Hosoxoxnosckas, . 25,¢tp. 2, crp. 1
NPOH3BOACTBEHNHEIX JiMuessus Ha OCYIECTBNCHHS NPOMIBOACTEA NEKAPCTBERHEIX
[UIOWANIOK ¥ MECT cpencts NeJIQ12-00102-77/00006427 ot 15.06.2021 ¢
NpOBEAEHAS XOHTPOLA
KAYECTBA ‘

1J. | ZloxyMeHTH 0 Cepuduxarer coorpercrsis TpeSonammam [pasun mamiexaiel
COOTBETCTBRH NpOH3BOMCTBCHHON npaxTikn Espasuiickoro 3KoHOMHYECKOTO
nponssoanTens JIC coosa  GMP/EAEU/RU/00070-2021  or . 14.04.2021 1,
Tlpanunam ramnesxateh GMP/EAEU/RU/00061-2021 oT .14.04.2021 Ly

 IPOK3BOXCTBEHHOI GMP/EAEU/RU/D0063-2021 oT 14.04.202] 1.’
npaxthky Espasniicxoro
IKOIOMMYECKOro CoI03a , i

16. | PesynpTaTsl HensITamuii [Tacnopr N226 ot 26.07.2022 r., sEuianmsi OTAGNOM KOHTPONA
(anayH30B) KAYeCTBE

17. | DomonuuTensuas -

HHGOpMAIHA
18. | 3axmoycuue 0 HacTommuM 5 nOLTBEp®A4O, YTO BCES CTAAHH IPOH3EOJCTEA
COOTBETCTBHN A2HECH Cepuit JICKAapCTBEHHNOTO NpenapaTa BHUIM NDOBERCHH B
MOMHOM COOTBETCTBHH ¢ Tpelomanuamu [lpasun wamiexcatnelf
NpowssoncTsennoffl  mpaktrkn  (GMP), ¢ tpeGopanmamu
PerncTpayuonnoro JoCke /eKapcTBEHHOro mpenapata, & Takuce
HHBIMH  TpeOOBAHMAMM, 'YCTOHOBNCHHSIMH  HOPMATHBHBIMU
mpaBoBniMu  aKTaMH  Poccuiekod  @enepauuw, Espasmifcxoro |
3KOHOMHYECKOrO COa3a, Mepe] ee BhIMYCKOM.
3aNHCH N0 NPOH3BOACTBY, YIAKOBKE K KOHTPOJIO K8YecTBa JaHHOH
CCPHIL NPOBEPCHEI H YCTAHOBIECHO COOTBETCTBHE TpeBoBaHMMM
Tlpasust Hautexxarmett NpOM3BOACTREHHON npaktuki (GMP),
19. | Ceexnenng ob [Moanpyruwa M.B., ynonsoMoyenseni no Ka4yecTsy
YIIOTHOMOYEHEOM JHILE Ten. 8 (495) 2346192 no6. 4561 '
| npoussoanTens e-mail: m_podprugina@endopharmu
IMprxas Munzapasa Poceus or 12.03.2021 1, Ne197 «O6
ATTECTALNH B KEUCCTBE YNONHOMOYERHEIX JTHL, NPOHIBOAKTENE]
ACKAPCTBEHHBIX CPEACTD JUTH MEMMUMHCKOrO NPUMEHEHHS
rocynapeTBa-wiecHa Eppaznitckoro sxoHOMHYeckoro COI03aN,
20. | Nopnucs
YHOMHOMOYEHHOTO JIHIIA /}:,,//,_
TIPOHIBOAMTENS ‘3
21. | Hara moxnncarnms 05.08.2022 r.
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