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©-0000000555-03
3A0 «(3u0-3a0poBse»
142103, Poccnst, Mockosckas o6nacTs,
Tononsck, yi. XKenessonopoxkHas, 1. 2
Tem: (495) 642-05-42
daxc; (495) 642-05-43

JInuensys Ha OCYINECTB/ICHHE [IPOH3BOACTBA NEKAPCTBEHHbIX CpencTa
Ne 00049-JIC ot 20.10.2021 .

Hanmenopanue npenapara

Kop npenapara
Homep cepan
Ofbem cepun

Hara npom3soncrea
TI'ogen o '
Jara anauza

Anaxn3 nposeneH mo

HACIIOPT Ne0170/22

392

010122

19 364 mr. ynaxorox
17.01.2022 r.
31.12.2026 r.
31.01.2022 r,

YOxunoxe Comorat® rabaerku mucneprupyemsre, 100 mr, Ne 20

CII-KO-0701-107-11 «FOunpgoxe Conrora6® Tabnericn Aucneprapyemsie, 100 mm»

HJT T1 N013102/01-130418 «¥Oungokc Comorab® Tabnericn nucnepruapyemeie, 100 Mo,

Hismenennio No 1, Xo 2 m Ao 3 k HIL

Haumenopanue TpeBoBaruus HOPMATHRHOM NOKYMeHTAIHA Peaynerars: venerranmit
niokasarenei
Kpyruete, nsosxoBmmyknble TabneTku, oT ceeriIo- Kpyrneie, nposxossimyxnse Ta6neTky cepo-
T MENTOr0  HIH  CEPO-KENTON0 N0 KOPHYHEBOTO © | SKENToro ¢ BKPANJICHUAMH L{EETA, C TPABHPOBKOH
BKPAIUICHHAMH LBeTA, € rpaBHPOBKOM «173» (xom | «173» (kox TabneTk) Ha OIHON CTOPOHE K PHCKOH
Taberky) Ha 021HOK CTOPOHS U PHckol Ha apyroi Ha IpYroi,
BI3MKX. Bpems YAepwuP4HHA OCHOBHOMO NHKE Ha BpeMsa ynepxuBanus 0CHOBHOO MKa Ha
XPOMATOrDAMME  HCOBITYEMOrO pAacTBOpa  HOIIKHO XPOMBTOTPaMMe HCTLITYEMOTO PACTBOpA
COOTBEICTBOBATE  BPEMEHH  YHEDKMBAHMA  IIHKA COOTBETCTBYET BPEMEHH YACDKUBAHMS NIHKA
AOKCMUMK/LAHA HA XPOMATOIPAMME CTAHIAPTHOTC | JOKCHIMKITHHA Ha XpOMaToTpamMMe CTEHOapTHOMO
PacTBOpA A, NPHIOTOBACHHOTO AT KONMYECTBEHHOMO PacTBOpa A, MPUIOTOBICHHOrD L%
onpeneneHus KOJNHYECTBEHHOTO ONpPEACHeHHs
Kasectsennan peaxums c KOHUEHTPHDOBAHHOHK O6pasyerca xenroe okpawnpanue
TTomtnrHoCTS cepHoil kuewroroli — KenToe okpamuBaHue
KawecrBennan peaxuus c XJIOPUCTOBOZOPOAHOH Oreyrersyer dmoopecuesuss B YP-caere npH
KHeroToll — oTcyTerBHe QMOOpECSHIHK B Y D-creTe HJIMHE BONHB 356 uM
TOpH ANTHHE BOMHLT 356 HM
Kauectsennas peaxuns c 0,1 M pacTBOpOM HATpUA Habntonaetca senenas pmoopecuennus
THApoOKeHAA - 3eieHan daoopecuenuus B Yd-caere Y®-cpere npu Annie BoHEL 356 Hy
TIPH JNHHE BONHK 356 BM
PacrianaeMocts, cexynn| He gonee 3 MuHYT (py Temneparype Boasl 20° C) 96
PactBopenue, % 102
101
100
He menee 80 % (Q) ot 3assnestoro ma aruxerxe
KOMK4ECTBa NOKCHUMKNKHA NOMNKHO NEepelTH B 101
pacTeop Yepes 30 muHyT 100
102
101 (epenkee)
Bona, % He 6onee 6,0 % 39
Popcteennsle 6-3MHIOKCHUMKIHE: He Gouee 2,0 %, 0,33
npumeci, % 4-3nupokcHUKKIRH: He Gonee 1,0 %; Mesee 0,1
Meranuknas: He Gonee 2,0 %; He o6uapymeno
Jliobasg npyras eaunnunas npuMecs:
He Gonee 0,5 %; He oBxapyxeno
Cymma npumeceli — re Gonee 5 % 0,33
Muxpobuonoruueckas | Kateropas 3A.
YHCTOTA O6iuee 91cn0 a3polHEX MHKpOOpIa- Obee xonutecrso a3pobHzix MHKDPOOPraHHIMOB Y
HH3MOB — He Gonee 10° KOEB 1T  Hanuse, Escherichia coli B 1 1 ne.oRpenssine:
OBLuee THCNO OPOROKEBBIX H MICCHEBEIX : Obiige Ancno apoioxenyx u KHas
rpuGos — ne Gonee 102 KOEB I 1. g y ,bﬁ:lﬂqéf 2 KOE/r
Orcyreraue Escherichia colis 1 v, - e R :
Cseronornomaionue o METPHYECKMH MeTosr. P
npuMecH He Gonee 0,2 &
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[ Hanmerosanue Tpebosanua HopMaTHBHON PesynrTars nensrranmit
noxazatenell | FOKYMEHTALHE
Huenepcroets, % | He: Mence 99 % wacan nomxHel BpolTH 160,
i Hepes euto 710 mun :
Omsoponrocts. | [pu 1=10,, AV <L1; npa n=30, AV <LI "
O3HpOBAHMT Bee  3smavemus. X1 ynomnersopsior n=10
Hepasenctay | M- xi | <0,01%L2#M. AV =14
Komiuectsennoe | BRIKX. N )
onpenenenye; Mr | O 90,0 Mr no: 05,0 mr (ot 90'% mo 105% 98,6
OT JAHBJICHHOTY Ha BTHKeTXE). (99 %)
[ ¥nakogka Ho 10 rraﬁum{c.sﬁnxcrcp B3 mnesxn [IBX | o 10 tabnerox s Snuctep s naekKy [IBX # thamsry amovmnmesoH,
7 q;;ousm.amommaoﬁ.no-zﬁ:mcrepa Tlo 2 6micrepa Bumecte ¢ MHCTDYKIHER 10 NPHMEREHHIO, 3ABOACKHE:
BMECTE CHHCTDYKukel DO NpuMeReEMI0 B | komsr «H-T14 (392)-02-04», «160269, B nauxe KAPTOHHOM,
TIAYKY KaPTOHHYID, :
. | Mapxuposka Ha  émucmepe  wa pyeexom  savixe | Ha Smucmepe na OM A3biKe YRAIAHO: TODPrOROE HAWMOHOBAHHE
‘ VKAIbIBAIONE;  TOPrOBGE  HA¥MEHOBAHHE NPENapara ¢ NPeAYNpenuTeNEHol Mapraposkodt ® «IOungoxe
npenapara (2 TpenynpeAMTEIE O’ Conrorag®s, MENAYHAPOAHOE HENATEHTOBAHHOE HANMEHOBAHHE
MaPKHPOBKOH ®, MEKAYHADONHOE | «HOKCHUMICTHHY, JIeKaPCEBEHHAS dropma. «tabaerxn
HENATEHTOBAHHOS HAHMEHOBAHHE, | RHCNeprEpyeMuIey, Zo3uponka «100 Mr»; mororun (rpaduueckoe
JeKAPCTBEHHYIO  dopMy, HO3UPOBKY; | H3oOpaXKEHHe. B Hagmucs "astellas"} Bnagensna PerUCTpaUHOHHO D
JoroTHn (rpadmecikoe HioGpaxenne n YAOCTOBCDEHWS, HoMep cepun  «010122», CPOK  IOAHOCTH |
HAANUCE "astéllas"} manensia | «lO 12 2026; suyrperuue sapoackide KORE «P-714(392)-01-03», |
PErdCTPANAOHEOrD yoocToBepenns; HoMep: | «159790y.
' CepHY, CPOK OAHOCTH (110 MM TTET), MoryT | Ha Hoi Ha _pycci BIKE VKATAHO: TOPFOROE
OhTh HaHecenw BHYTPEHHHE 32BOJICKHE | HAUMEHOBAMHME TpEnapata. ¢ NpeynpeNuTENsHON MapkHpoBkol ®
KOZEL, - «FOunpoxe  Conorat®, MENRIYHAPOAMOE  HeNATEHTOBAKHOS
Ha_xapmonuolf naux CCKOM _A3bixe ’Hmeﬂdnammoxcnuumuﬂw,,.ucxapGTBeHBax bopma «rataersku
| YKASHIGajom: TOPLOBOE  HAHMEHOBaHNe, AHCTIEPrHpYeMEIe), no3nposKa «100-Mrs; HalBaHHe NeHcTRYyIONery
npenapara. ' UPEAYUPCAMTENLHON | BOI(ECTBA, erD COxEpHAHHE B Tabnetke «Kampan rabnerea
MApKHpOBROH — ®, MEXIYHAPOZHOE | comepamt 100 mr OOKCUUNIAMHA B BUNE AOKCHDHIIMHA
HeNATeHTOBaHHOE ‘HAUMCHOBAHHE, | MOHOTHApATA®, nepeyucHs BCIIOMOTATENLHBIX Bellecrs
nexdpeTBenEyl0  dopmy; JAO3NPOBKY; | «BenomoraTeasusie BeLIeCTBAS HeNNF0103a:
HABAHKMC NeHcTBYIONICIO BeulecTss, ero MHKDORPHCTRIHIeCKas,, caxapus,. THIpOI03a
CoABpKAHHE B Tabierké;  nepeuens {Hmmaamemanaaq_), FHIIPOMENN03a,  KPEMHHS  AMOKCHA
BONOMOFATeNEHEX  BELNECTS; KONHYECTHD | KOMNONANSIH (Gesmopmniit);  marams CTeapaT, JAKTO3bI
TaBIeTOK B YHAKOBKE; HE3BAHHE,; CIPARY H MOHOFHARATY; KOAHHECTBO ‘Tabnerok B. Yynaxoske
AoroTHn (rpadmueckoe mo0paenme H | «20 Tabaerow AHCTIEPrUPYEMEIX)») HA3BAHME, CTPAHA M. JIOCOTH
Hanmues «astetlasy) Baafensua | (rpaduuecroe. u300pakeHHe M BANHCH «astellasn} Bramensna
perscTpanmonnaro YAOCTOREPCHHS, | PEFUCIPALUHOHHOID YAOCTUBEpEHMST
«Ilponaseneno: 3A0 «3r0=3noponsern, | «000 «Actesnac @apma Mponswmens, Pocenny,
€ro cipady, ampec, renediod W -gaxe; «IIpowsseneno; 3A0 “3u0-3g0posse™y, ero crpana «Poceusy,
JONOBHR Xpauenws, yeaopus ormyoka, «flas | aapec, renedo u daxe «142103, Moexkopckas obnacTs,
TPHEM3  BHYTDLY, TPCAYNPEIHTENLHEC -r.fﬂoaqni.cu,y,n,Jil‘e,;uanaopoxnan, 2y,
Hanmuew:  «[IpuuvMate no HasHaueumio «Ten.: +7(495) 642-05-42, pakc: +7(495) 642-05-43
Bpanay, «O3HaKoMETECE © HHCTPYKIMER»,. | YCnoBHA Xpaxerms «XpanuTsL npy TexMRepaType ue Bhime 25 'Ch,
| «XpaRWT: B Mecrax, HEOOCTYTIHLIX iy | yCIIOBMA otycka. «OTayek no. peuenTy», «ns npuema BHYTPEY,
| nertedy,  puoysox, WITIOCTPHPYIOWKH. | HPEYNPEAHTENEHble HamHom; «lIpusnsiaTs No: Hasuauenmo
Enocos OpHMeHEHUS,, HoMep | Bpauan, «O3HAKOMBTECE ¢ HHCTpYKiunei», «XpaHuTL B MécTaY,
| PEerHCTPAIHONHOTO YAOCTOBEPEHA, | HeROCTYNHBIX [an Aerefbs, PHCYHOK, HAMOCTpHpyown# crnocot
TIepeMeHHbIe. IaHRbIe (HoMep CepuH, Jary TIPHMCHEHUS,  HOMep PEriCIDALHOHHOTO.  YroCTOBEperms .
PATOTOBNCHHA, CPOK  TORHOCTH) WAH «Perucrpaunonnoe yaocrosepenne IT NOI13102/01»; nudopraias
.HH@ﬁpMBnﬂm_ma MOHHTOPHHTA NIBUKCHNS. | i MOHUTODHHTE JBHXKEHHS IEXAPCTReHHOTQ: Jipenapara ot
' JIEKADCTBEHHOFD TpenapaTa OT' | IPOHIBOSHTENE A KOHEHHOro norpeburena:
TIPOHIBOAKTENS o KoHeunoro | «Data Matrixn;
- NOTPeGHTeNs;: WrTpHX-KON, MOLYT Obrts «GTIN: 04607098451 736,
HEHECSHLI BHYTDEHHHE 3ARONCKAS KO, - «Cepus: 010122y,
1 Pacnionosxenye S8BOACKMX  KopoB ¥ | «lupes: 122026y, .
| TepEMEHHEDt NaHHEWX Ha koMMepueckor | «S/N:w cyxasammmmzamanmemcepﬂanmaumuﬂoro HOMEpa
YOAKOBKE-MOMET HIMEHATECH, Rasi; wrpme-xon «4607098451736%, BryTpennne sasonckye KOIBT
«159129, «I1-392-20-03-02,
Xpadenue TlpH Temneparype né Brmme 25 °C Tlpur Temneparype He Buittie 25 °C.
Cpok rogsocra | 5 ner 5 mer

3axmouenue: Jexapemeennuii
Ne 20, cepun 010122 coomeem

Hagansmuk-ornena KOHTPOIL Ka9ecTBa.

Spomerxo AJL. |-

npenapam FOnudoxe Comomab® ‘mabnemiu ducnepzupyemsie, 100 M2,
cmeyem mpebosanusm 6 yacmu npogepenHsix noxasamenet,
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3A0 «3u0-330posky
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PA3SPEINIEHWE
HA BRITYCK I'OTOBOI'O IPOAYKTA Ne 0166/22

Toprosoe HaEMEHOBAHEE ITpEIapara HOrmpoke ComoTab®
MexnyrapofHEoe HENaTEeETORSHEOE
HAauMEHOBAHEE  (TPyNIHPOBOYHOS MK JOKCHIBEKIH
XEMHEIECKOS)
JlexapcTBeHHas (opMa TabneTxs JrcneprupyeMEe
Jlo3mpoBKa 100 mr

Tabneriu macneprapyemsre, 100 M
o (6mzctep) 10 x 2 (mayxa KAPTOHHASN)
Howmep cepan 010122
QbneM cepHE 19 364 1T, ymaxoBOK
JHara IpoHSBOJICTEE 17.01.2022
Toxer no 31,12.2026
HauMeEoBamHe H  agpec NPOM3BOAATENA 3A0 «3u0-3nopossey, Poccnsi,
(IpOM3BOACTEO, TIepBHIHAS YIaKOBKE, 142103 Mocxosckas 061acTs,
BTOpPHIHAA/TIOTPEOATEIBCK A ymaxosxa, |  T. [lopomsck, yir, JKee3sB0A0pOKEas, A. 2
BHIITyCKAIOIpEH KOHTONS KAYeoTB) JTemersma Ne 00049-JIC or 20.10.2021 .
Homep A  Jara  PErHCTPAIHOHHOIO TIN013102/01 or 12.09.2008 .

VIOCTOREPEHHASL

(nata samens PY 10.10.2019 1)

Homep HOPMardBHOK JOKYMEHTAIAH

HITIIN013102/01-130418,
mum Ne 1, Ne2, Ne 3 x HI

HapneroBaEHe H 8Ipec JepKaTeld

000 «Actemnac ®apma IIpomarmeny,

Pocens,
PRUEDAACHEION e 109147, r. Mocksa, yi, MapkereTcKas, 1,16
PrIHOK ITOCTABKH OPOAYKOHH Pocers
Howmep macmopTa 0170/22
TIoATBepIIEK0, YTO BEINSYKA3AHHAS CEPHA JIGKAPCTBEHHOrO IPEnapata BBLILYCKaeTcd B
obpamieHueE,
2. T'apanTupyio, YI0 BRIICYKA3AHHAL pE(OpMAIEA TIOMMHESE W BepHa. OTa GCopHi OruTa

NpOM3BENCH, BINOYAT VIAKOBKY M KOHTPOME KBYeCTRd, IO YKASAHHEM BRI BApecaM
TPOH3BOJCTREHERIX IUIOMANOK B COOTBETCTBHH © tpeSoparmama GMP («IIpasuma HAJIexKaIeH
IPOH3BOACTECHHOMN TIPAKTHKIN) H PermCTpAIHOHHON JOKyMEHTAIHeH Ha IIPOMYKT.

3 Bce pesynsTaTs! AHANM3E H JANHCH OBUIM PACCMOTPOHEI H onobpersl 5 coorseTcTerEr ¢ GMP,
TeXHAYeCKAME coramenuaMy ¥ COrIAMSHHAME II0 KA9ECTBY,

4, BLUTH MM Kaxkue-Ta60 OTKIOHEHHS OT POH3BOZCTBEHHOIO TPOLECCA, KACAIOMECCH KATECTEA
TIP Oy KIUHH:

M Her O la

BBIIYCK I'OTOBOI'O IPOAYKTA PASPEIEH JA ¥

VIIOTHOMOUEHHO® JHIIO: mé

~—1Todnucy

JaTa BeIIycKa B 00pameHHe:




