®02COT-K0-07000-39-06
AO «OPTATY
) Ovaen KouTpoas xauecrns
JIMUSHIHA HA OCYLIECTRNEHNT IPOHABOACTBE NEXAPCTBCHIBIX cpencts No 00038-JIC o1 14.02.2072
157092, Koerpomexan 6., Cycammuexuit patian, ¢, Cesepioe, Mup-n Xaputonoso, Ten(4942) 650-806

HNacnopt Ne 220 o1 04.04.2022

Diaemorcnr Comorab® Tabiern Aucneprapyemsie 250 mr (Gaucrep)
5x4 (mayxa KaproHHas)

Ynaxosano: AO «OPTAT», Pocens Howmep cepun: 21K2156 Hata ynakosxu: 15,03.2022
Konnyecrso ynakosow: 63857 Hara npouszsoacTsa: 11,2021 Topen mo: 10.2026
Cepun npoussoaurens: 21K2156

Ilponssenesio: Actennac ®apma ¥Opon B.B., Hunepnanzn
H JIC-001852-140318, vam. Ne 5
PervcTpaunonnoe ynocrosepesue JIC-001852 or 19.08.2011 (Aa1a 3amenni 14,03.2018)

HanmveHosanue mowasaTenelf

(]
KavecTsa mo HII TpeGopanna k xkaueersy no HJ[ PesyneTarst anannia

OnucaHue Tabnetku or Benoro no caeTno-xesToro users, | TabieTkn  cBETRO-KENTOrO HBeTa, oBaNBLHOH
OBANLHOA ()OPMEI € JIOTOTHNOM (upMel & topM ¢ noroTunom GupMsl ¥ wdpossiM
uupposkiM  obojHavesseM (2329 me omHOM oBeanavenneM Ha onHoH cTopowe w puckof,
CTOpOHE W puckoM, paszenmowed TaGnerry pranenmomelt TaBnerxy nononam, ma npyroff

nofonam, Ha gpyrol ctopone. cropase, Lindposoe ofoinauerne: «232»,
HNogmnuroers BpeMa yHep«#BEHHA OCHOBHOIC THKA HE

XPOMBETOIDAMME HCITHITYSMOT0 PACTBOPE AOMEKHO

COOTBETCTBORATS BpeMerH YASPHHBAHMA Cootsercrayer crannapry

OCHOBHOID THKA HA XpOMAaTOTpamMMe pacTBopa
CTAHAEPTHOTO OOP&IIA AMORCHIHLIMHE,

Pracnanaemocrs He Gonee 3 Mun | MunyTa

HAnenepenoets He menee 98% uacThu Zomkub! mpolity yepes 90 %
curo 710 mxM

PacTBopenne He menee 80% Q 12 30 Munyr 98 %

Popcreennsie npumecn:
AMOKCHMUHIINMHOBAK KHOROTA /

6 APA He Gonee 1,2% 0,6%
AMORCHUAINUH-2(S+R)-
nunepasny-2,5-AHoH He Gonee 1,0% Memree 0,05 %
AMOKCHIMLNAHRA IUMEp,
OTKPBITaIH H 3aKPLITEIH He Gonee 1,3% Menee 0,05 %
AMoKCHUHNTHHE TpHMep,
OTKPBITRH H 38KpsITEIH He Gonee 1,0% 0.2 %
JhoBas eguHmHRS
HeHnerTHOUIMPYEMAn MpUMeCh He Gones 1,0% 0.2 %
CymMma egnHHIHBIX
HEUAETHOHUHDYEMBIX He Gonee 1,0% 0,4 %
npHMeceit
Cymma npuMeceit A He Gonee 3,0% ) 1,2%
OnwopoanocTs Zo3MponaKNS B coorsetcrany c TpeBomannnvu ['d XH] AV=3,6 (Li=13)
Konpnyecreennoe o
onpexenenye Ot 93% 110 105% 0T 3asBREHEOrO KoNUvEecTRa P 99:%
BMOKCHOMNIUHE T N
Muxcpobuonornyeckan Obuiee 4ucno 83p0GHEIX MEKDOOPIAHHIMOR : MEDUKAR 3
4UCTOTA He Gonee 10° KOE s Ir OKOEs LT |
OButee gncno ApoxeKeBsIX H IUISCHEBEIX rpafos {OHCANTUHHI )
He Gonee 1 KOE 8 [r %57 %, OKOEglrs
Orcyreraue Escherichiacolia I r b 7 OvyTeTeyer
Ynakosxa flo 5  mabrerox 8  Gnucrepe  wm3|Tlo 5 Tebuerok " B Gnuctepe M3

NONMHBHHMAXNOPHAMON  TIEHKH M dhoawrn UONMBHEUAXIOPHAHOE nieAkd  #  dionsru

Crpasnua 1 n3 2 '/j.ﬂ;r_,ea-?’/ L}é‘/

(OTIAA BEPHA

Baticres? ot 47




H“m!;f;::_:: ;ﬂmﬂgﬂ"“ﬁ ~ TpeSosaunst x kaveerny mo HJ,  Pesyisravsi anasmina

: ‘ imomumnenol. Tlo 4 Grucrepa nusere ¢ AloMuHEeEoR. Tlo 4 Onucrepa  emecte 3
HHCTpYKuuel O npaMeMemmo nomemaior B HHCTpyKuKel 0 MPHMeNenyIo (3aB01CKUE KOZBL f
KAPTOHHYIO [AYKY, 01304, 159775) nomeweny g KapTOHHYKY MBdKy..
Mapreuporica. {2 _Gmietepe im: WCCKOM  S3RIK BIBAIOT: | Ha Gnucrepe na pycexom BIKE Y sl
TOproBoe HAWMEHOBAHHE npenapaTa € FTOpFoBOe HamMeHoRanwe Hpenapara c
MpeLynpenRTeNEHOR MAPKUPOBKOHK *, | pesynpenuTensitoH MApKHpOBKOH o
| MeX Iy ApOaHOe HEMATEHTOBAHAOS | MEMAYHAPONROE RENATEHTORAHEOE
HAHMEHORAHME,  J03HpOBKY, JISKEPCTEEHHYIO | HaHMeHORaRxe, AC3HDOBKA,  NexapcTmesnas
$OpMy, Rororan ‘mraiemsuE pervcTpamMORHATO bopwa, norotun Branensms PErHCTPANMOHHOrD
yaocTopepenus  {rpameckoe Hiofpaxenus w YROCTOBepenua (rpadiuyecxoe migbpaxerye g
Hamack  castellasn),  womep  cepm, ABTY | HanmHCh - qastellasy), AOMED  CepWM, nara:
pomsoncTss, «onen na;», MOTYT GLITE Yrasany npoussofcTea, «lonen oy, Yxasa® asaBogckoll
3BBOMICKAE KOMBI YIIAKOBKH, | ko ynaxosxwn (142536),
Ha gapr i KE &__DYCCKOM sanrke | Ha  xa ; YWCCKOM A3kt
YRAIHBAIOT! TOPTOBOE HAUMEHOBAHHE MPENaparta ¢ | yralano: Toprosoe HaHMEHOBAHNe Hpenapara o
NPeayNpenUHTENBHOH MapKHPOBKOM ®, PeRYNpeNHTeNEHON MapPKHPOBROIA ®,
MEXAYHapoHoe * HeNATEHTOBBHHOE MEXNYHBBOIHOS. ‘HeNaTeHTOBAHHOE:
HAHMEHOBAHME,  JieRapCTSEHHyIO topmy B BEMMEHOBAHME,  Jlexapersennas dopya @
PoIvTEAEHOM nanexe, AQIHPOBKY, «[lnn Mpuema | poarTEmEHOM TRJIEHE, K0IUPOBKA, «I18 npHema
BHYTRED; HA3BAHUE K COpepMmanue ReficTaytowero | BRYTpEN; BajBanue H comepkatne
BRWECTRE, ¥ nmepeuess BCNOMOraTeNbHEX | feltcTayiomero BemecTnd u nepevesn
BEUIECTB; KONHMECTRO TabneTox B YUaKoBKe; | RenoMoraTe s Ex: BOIECTE,  KomwyecTRO.

TPHPYOImHH cnocof- NpHMEHEHHT DHCYROK, | TabieTok g JUAKOBKE,  HIMOCTPHpYIamuk
yCNoBHR XpaHeHua, YCIOBHE:  OTMYCKE, | ool IpHMeHenus PHCYHOK, yecnoBusg
TDCAyNpelTeNntHEle  RAImECH  «Xpammrs g XpaBeHus, Yelouus oroyca,
‘MECTAX, HENOCTYMHBIX pix Jeteths, «Cnocof DPERYUPCANTENbERE  Hammucy «Xpanurs g
TIDHMEHEHHA W JO3W CM. HHCTDYKUMION, HOMEp | Meerax, HOUOCTYIHLIX. JuIa Ketelin, «Choeod |
CEPHH, BTy npom3soacTaa, «Ionen Ao, WTPHX- | ADAMEHEHAT H 10361 ey, HHCTDYKUHION, HOMep
UONy HaSBRHME W CTPAHY nIpoMIBOmWTENT; CEDHH, JaTA npomsEoZcTma, «Tomen  powm,
HASmARWE,  CTPAHY w  agpec  pnapenmma IITPIA-KOR; HanBanws ¥ CTpaHa Tpoussonwrensy; |
 PETHCIDAITHOKHOTO YXOCTOBEDEHNS, 610 NOrOTHIT HA3B2HKHE, cCTpams g BIPEC  BAAZERBIE |
(rpagmeckoe. Hiobpekenne W wammues - PETHCTpanuouHarg YAOCTGBENEHAR, €10 JOroTHY
«astellasy), Homep PETHCTPALMOKHOTO | (rpadirveckos molpaxesne gy HAIMHCE,
YAOCTOBEPEHMN, MOLYT GbiTh YKaBHbE 3aBONCKHE | «astellasy), Homep PerneTpaImonroro
KOkl yhakosgs,  YEAOCTOBEPEHHA,  yxasamsl sasonckue KOZHI |
 Honos 3 YKESLIBHOT:  «VniaoBaRO | yriakoBK® (04903, 151586), ‘
AD «OPTAT», uassanue, anpec, JoroTun, Homep | Tonon (o} : HO; «¥Ynaxkopano.
Tenedions w tarca AQ «OPTATY, Moryr Gurs | AO «QPTAT», naspauue, ajpec, JoroTmm,
| YKAIBHRD 3RBONCKME KOZLW YDAKOBKH & Kpaensie | Homep Teredora H (akca AQ «OPTATy;
METXH, YKa3aHHl 3AROACKHE KON YIEKOBKH H Kpaespie
Pacnonioxenue 3asozexux kogos u nocepHHHRIX | MeTky, '
haHMBIX HA KoMMepueckod ymaxomke MoxeT | Hanecena  mndpopmaim INS  MOHRTOpHHTA
BMEHATLCH. _ [JBWKERAS  REXApCTBEHHOO npenapats o7
‘Moxer 6wTh  Ramecena MRGODMAINRE  gax TPOM3BORNTER KO KOHEYHOTO NoTpeSHTens;
MOHHTOPHHT JBEKEHHA JIeKEPCTREHACTD
DipenapsTa o npomBomWTENT o KOHEYHOro
‘moTpebuTey,

Xpanume Xpanuts npu Temneparype ne Beie 23 0w Cooteercrayer

Cpox roaoeTn  S.aer Toner no; 10,2026

3axawyenn Hpenapar Onemoxcun ComoTaG@‘Taﬁnerm.nxcnepmpywma 250 »ar (Gamerep) 5&4
(mauxa xaproamas) ceprs 21K21 56, ynaxopapamit AQ «OPTATYy, Poceus, €OOTBETCTBYeT TpefoBanmmm
HJ JIC-001852-140318, uam. No 5.

Havansume oraena xomrpoas xaueersa I'yaosa E.A.
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AKUWMOHEPHOE OBLECTBO

ORITAT @
g@%i.

167092, KOGTPOMCKAR OBNACTS,
CYCAHWHCKIM PAVIOH,
C.CEBEPHOE,

MKP-H XAPATOHOS0

Tensdon: (4642).850-805
Tenv/thekc: (4942) 650-B40
E-mail: Pharm@oratiu

www.rpham.com
DO4AIM-CR-02000-57-01
PASPEIIEHUE HA BEIIVCK CEPHH Ne 0176-2022
{ Toprosoe naumerosanye, sexapcTaentas hopha, ®aemokenn Comorab® ]
RO3MpOBKA, GopMa BEITyCKa TaGneTkn ucneprupyemse 250 Mr
- el '(ﬁJmc'rep)-S X 4(nam_xapm}max)
MHH, Wi rpynnupososHoe, Wil XUMHATSCROS : AMoxeuimmnuy
Homep cepun 21K2156
Paamep cepuu 63857 ynaxoox
Jara nponasoacrea ) 11,2021
lomer no: 10.2026
Haumenosatine nponssozyres, crpana Actennac ®apma IOpon B.B,, Hupepnayaea
Ynaxosupi/Bunyckaomul KORTpORL kanecrsa, AO «OPTAT», Poccas
| HoMep u rara perucrpanmontioro YROCTOBEPEHUA JIC-001852 ot 19.08.2011
R (nara 3aMens1 14.03.2018)
Haumeroranne nepxarens PerUCTpanHONHOrO - Acresnac Qapma Kpon B.B., Hunepnanmsr
YBOCTOBEpEHHS, CTpana _ ; .
Homep ropmarusHoil norymenTansn : JIC-001852-140318, uam. Ne 5

Hacromuym nogrsepixnaio; uto nawmas CepUR  NPOAYKUMHM  NpoM3Befena nposepeHa B
COOTBETCTBMH © TPeGOBAHMAME PETVICTPAUHONHOrD Aoewe, Tpebopannama [Tpuxasa Munneneperna
IPOMBUINIEHHOCTH # Toprosmi P® ot 14 mons 2013 r, N 916 «O6. yTaepaaerm Tlpasun waznexameii
BPOM3BOACTREHHOH npaktuiiy(GMP), sunenaneii HA IIDOM3BOJCTBO JIEKAPCTBEHHKIX CPENCTS, & TAIOKe
HHLIME TPeGOBAHMAMY, YCTAHORISHHEIMY HOPMATHBHEIMH NPABOBBIMY BKTAMY Poceuiickoii Gepepaning,
TIEPEN. €€ BBITYCKOM.

3artucu no HPOHMIBOACTBY ¥ KOHTPOHIO KauecTBa MNAHHOM cepuy rorosoit NPONYKIMHM TPOBEpeHBl U
YCTAHOBJICHO COOTBETCTRHE TPeGORAHMIM [lpasun vaznexamei TNPOH3EOACTBEHHOH mpakTuis (GMP),

YronHoMoyennoe uuo: 3naroycrosokuit [IO. 2((26&&{/ _05.04.2022 p.
nomucy 7

Tlpuxes Masspasa Poconn 06 arrectammm YnonsoMode Eoro nuua Ne 399 or 23,04.2021 r,
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