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@-0000000555-05
3A0 «3n0-3g0poBre»
142103, Poccus, Mockosckan obiiacth,

Tononsek, yn. XKenesnogopouxsad, 1. 2
Ten/haxc: +7(495) 419-20-64

Jinmenzns Ha NPoH3IBOACTBO JNEKADCTBEHHLIX CPEACTE /18 MeIHIHHCKOT0 NpHMeHeHHs
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HanmeHnosanue npenapara

Kop npenapara
Homep cepun
O6nem cepun

Jlata npoM3BONCTEA
Togen no

HMarta apammusa

Ananus NpOBEJeH Mo

MACIHOPT Ne0390/26

392

150126

19 429 miT. ynakoesok
30.01.2026 r.
31.12.2030 r.
02.03.2026 r.

IOunnoke Comora6® Tabrerkn mucneprupyemsie, 100 mr, Ne 20

CII-KO-0701-0107-14 «¥Onunoxe Contora6® Tabnerkn aneneprupyemsie, 100 mr»

H/JT JIT1-N(011760)-(PT-RU)-190925 «¥Ouunoxe Comorad® rabnerkn

auenepripyemsle, 100 mm»,

Paspeny 1.3.2 Mapknposka Husoke Comoraé® Tabnerin mucneprapyemsie, 100 mr

XpOMATOrpaMme HCMBITYEMOI0 pacTeopa JOJHHO
COOTBETCTRBOBATL BPEMCHH YACDXKHBAHHA MNHKR
JOKCHITHKIIHHA Ha XPOMAaTOorpaMMe CTaHAaPTHOrO pacTBeopa
A, NIPUrOTOBNEHHOIO JUTH KONHYECTEEHHOTO OMPeNeneHH.

KauecTrenuan peaxuus © ceproif xucnoroft — obpaayerca
MENTOE OKPAIHEAHHE.

KayecTreHHad peakuHd ¢ XNOPOBOJAOPOAHOA KHCNOTOH —
oreyTeTBHE (UIoopeCLEHIIMK B Y(D-CRETe NPH JITHHE BOJHE]
366 um.

KauecTnenuas peakuus ¢ HATPHA FHOPOKCHOA PACTRODOM
0,1 M — senenan dmoopecuennus o Y(-coeTe npy ATHHS
BofHEL 366 HM,

ot 19.09.2025
Haumerosanne TpeGopanna HOPMATHBHON JOKYMEHTAIIMH PezyneTATEl HCTIRITAHHH
noKazaTensii

Onucaune Kpyrasie, NBOAKOBRINYKNbIE TAGNETKH, 0T caeto-kentore | Kpyrase, nsosxoseiykisie rtafneris cepo-
HIIH CEPO=)KEITTOr0 0 KOPHMHEBOIO ¢ BKPAIUICHUSIMH 1IBETA, | JKENTOro [BETa, ¢ rpasHposkod «173» (xon
¢ rpaenpoBicol «173» (con TabreTin) va oxuoil cropoue ¥ | Tabnerku) HA ofHOH CTOpOHE H pHCKOH Ha
pHCKOi HA npyrod Apyro#.

Hpentuduranus B2KX. Bpems yIepkHEAHNS OCHOBHOTO mura Ha | Bpems yaepxuBaHMR OCHOBHOTO DHE2 HA

XpoMaTorpamMme HCHHTyEMUT‘ﬂ pacTeopa
COOTRETCTEYET BPEMEHH YICPKHBAHUS [HKa
JOKCHLHKIIHHA Ha XPOMATOTPAMME

CTAHNaPTHOTO Pﬂﬂﬂﬂpa A, [PHIOTORJICHEOTO
JUTSH KOJTHYCCTRCHHOrO Dl'.lpmtﬂﬁﬂml.
QG6pasyeTes JelToC OKpALIYEAHHE.

Orteyrersyer (unoopecnenima B Y @-caete npu
ANHHE BOIHEL 366 HM.

Habmonaerca zenenas  QUOOPCCLCHLMA B
Vd-crere NpH JNHHE BOTHED 366 .

JO3HPOBAHAEIX EIIHKLL

(n=30) AV < 15,0 v Bce 3Ha4EHHA Xi YIORNSTROPAIOT
HepapeHcTay [M-xi| <0,01-L2-M

PacnafiaeMocTh, cekYHA| He Gonee 3 munyT (npn Temmnepatype somer 20 °C) 88
PacTropeHue, % He mence 80 % (Q) oT 3asBACHHOTO XONHHMECTBA 98
AOKCHIHKIIMAA JOILKHO NepeiiTh o pacTeop ucpes 30 MuyT. 98
99
99
89
98
99 (cpenmee)
Bona, % He Gonee 6,0 % 4,1
CRETONOrNOMAIOHTHE He Ganee 0,2 0.00
NpUMECH !
Crenens He menee 99 % wacTeu [omxHBl TpofiTH 4epe3 CHTO C 100
nHctepruposasun, % pazmepoM gueex 710 MrmM,
OnHOPOAHOCTE Jna 10 Tabnetox (n = 10) AV = 15,0 unx nns 30 tabnerox HE H' ‘“W 73

W (000 , .*n%

M“ Al ’\Aﬂ(

[Tpumecu, %

G-anHaoKcHIMKANE: He Gonee 2,0 %
4-anmiokeuuMknnH: He Sonee 1,0 %

Meraunknne; ne Gonee 2,0 %

Jhoban npyras eNMHWYHAA TIpPHMECE: He fonee (0,5 %
Cymma npumeceil — He Gonee 5,0 %
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Hawnenoranue Tpeboranna HOPMATHBHOH PesynsraTsl HCNBITAHHE
noxazareneii JNOKYMEHTAUHH
Konuyecrrennoe | Ot 90,0 mr o 105,0 mr (ot 90 % 0 105 %

onipeAeneHie, Mr

OT 3AMBNCHHOTO KOMHYECTRA HOKCHIMKAHHA
B oanoil Tabnerke).

98,9
(99 %)

Mugrpobuonorive | Obmee uHcno a3po6HEIKX MEKPOOPTAHHAMOE —

clkas YHCTOTa ue Gojiee 107 KOE » 1 r; ofumee uneno O61mee #ucio a3pobHbIX MHKPOOPraHu3MoB B 1 e
NPOMKEREIY W TIECHEBEIX onpenensercd; obinee YUenn APONGKEBLIX i TITCCHERRIX TPUioR
rpuBios —ue Gonee 102 KOE s 1 r; menee 10° KOE s 1 r; Escherichia coli B 1 r ne onpenenseres,
atcytcTRHe fscherichiacoliv 1 1.
(Kareropua 3A).

Vnakoska Ilo 10 Tabnerox s Gnucrep us mickkn [TBX u | Tlo 10 Ttabnerox B Gmuctep w3 maerku TIBX n donsru
(hoMErE AMOMHHHCEOH, amoMuHHesoit.
Tlo 2 Gmmucrepa BMecte ¢ MHCTpyxmme# no | Tlo 2 Gmuctepa BMecTe ¢ HHCTPYKUneH N0 TPHMEHEHHIO (JIMCTKOM-
OPHUMEHEHHIO (JMCTROM-BKNAKEIIEM) B TAYKY | BIIANEINNEM), JABOJCKHE KOLLI HHCTDYKUHH (NHCTRA-BKIANEIIA)
KapTOHHYIO. «M1-714 (392)-06-07», «90006726/12», B Nayke KapTOHHOI.

MapkHpoEKa Ha Bnuemepe Azpike yeazeamon: | FHa Gnucmepe na pycokoM A3uike YrAIaNg:
—TOPrOBOE HRUMEHOBAHWE TPENApaTa ¢ | — TOPrODOES HAMMEHOBAHNC MPEMAPATA C NPelynpeHTeNEHol

TIPCAYTIPEAHTENEHOH Mapkipoekol ®;
=MEJKNYHAPOHOE HEMNATSHTOBAHHOC
HAHMCHOBAHHEG HA PYCCKOM H AHIIMATKOM
AIRIAX,

— JIEKApPCTREHHYIO lopMy;

— NO3HPOBKY;

—~ HAMMEHOBEHHE M CTpaHy Icpiarens
PETHCTRAIIMOHHOTO YI0CTOREPEHHS]
—  HOMep  cepuu  (BEMOMAET
NPOH3BOACTEA),

— JATy HCTEYEHHA CPOKA FOJHOCTH;
= MOTYT GBITR YKazaHRl 3ABOJICKHE KOJEBI
YIIAKOBKH/TICPEMCHHAA TEXHHYECKAs
HHpOpMAanus.

Jary

CK Fhire

vKazblgarom.

— TOpProBOE HaWMEHORAHHE TpenapaTta c
NpenynpenuTensnoi Mapiiposroil ®;

- ME)KI.[}’l-laPD}IHDB HCOETCHTOBAHHOC
HaUMEHOBAHHWE HA PYCCKOM M anTinickom
AIRIKAN;

— IEK4pCTReHHYI0 hopMy;

— NO3HPOBKY:

~ HEHMEHOBRHHME ¥ CTpaHy Jepiarens
PErHCTPAUMOHHOTO YAOCTOBEPEHHUS,

— JOroTHIl OEPKATENA PCTHCTPAUHOHHOID
YAOCTOBEpEHHWA JNaTMuell ® rpadutdeckoc
H3obpaKeHne;

— HAHMEHOBAHME H CTPAHY [POM3IBOSHUTEN
JTEI{EPCTBBH}[GI‘D npenapara;

— HauMeHOBaBMe ZeliCTRYIONIEro BeliecTsa,
ero copepkaHue B TabneTke, TepeueHk
BCTIOMOTaTENLHEIX BEIIECTR;

— KONHHYECTBO TAGICTOK B YNaKOBKE]

— YCTIOBHA XPaHEHH;

= YCIOBHA OTHYCKE;

— cnocof npuMeHeHus B peaaxkuun «Jlna

MpHEMA BHYTPEY;
- TIpeAYNperTENLHLE HaJITTHCH:
«OsnakomMeTecE ¢ MHCTpYKUMeH 1o

TIPHMEHEHHIO (MHCTROM-BRIAIEILIEM). 3,
«Xpaumfs B MECTax, HEAOCTYIHBIX 114
JeTeh.n;

=  HOMEp cepuu  (BRMIIOYAET  JIATY
NpOHIBONCTEA);

— BATY HCTCHCHHA CPOKA TOOHOCTH]

— INTPpHX-=-KOAO;

= rpafirveckuil pHCYHOK, MIITOCTPAPYIONHH
cnocol NpHMeHeHs;

— HH(OPMALHIO JUTN MORMTOPHHIA JBHKEHHS
NEKAPCTBEHHOTD NPENApaTa OT
OPOHIBOANTENA 10 KOHEMHOro norpeduresns:
nepyxmepretfi  Data-Matrix-xon, undposoii
rnofaneybiii  waenTrRdUKATHOHHEE HoMep

mapxuposkoil ® «F0munoxe Comorad®s;

— MEXIYHAPOJHOE HEMATEHTOBAHHOE HAMMEHOBAHIE HA PYCCKOM
annHiicioM msikax «porenmpicnn/doxyeyelines;

— nexapereendas diopya « TabaeTkn Ineneprapyemoies;
— nosuponka «100 mr;

— HAaHMCHORAHUE N CTPaHa ACPKATENd PErncTpallHONHOTO
yaoctosepenus «HEIUIA®APM Apunaiivmrrens TmEX,
Cepmanmn;

— Homep cepan «150126x;

~ JIATA HCTEYEHIA CPOKa rofHoCT «no 12 2030s;

— BHyTpeHRNe 3apoaciie xomer «90006641/11x,

«@-714 (392)-01-05»,

RIQHHOM HE { AFBICE VRATANE:
— TOproBOG HANMEHOBZHHE NpPENApaTa € MNpelynpeluTenthoil

Mapiuposioli ® «F0umupose Comorat®y;

—~ MEKIYHApOUHOE HEMaTeHTOBAHHOS HANMEHOBAHNE HE PYCCKOM M
aurmiiicKoM S3LTKax «qorempiani/doxyeyclines,;

- nexapcisennan Gopya « Talners AHeneprupyemuien;

— nosuponka «100 mr»;

= HAUMEHOBAHNE W CTpaHa  JepiaTeNs]  PEerHCTPallOHHOTD

yaccrosepennst  «UEIVIADAPM  Apunaiisrrens  I'mbX,
Tepmiannsn;

— MOTOTHII AEPIKATCNS PErHCTPALHOKHOIO YA0CTOREPEHNA NaTiinmeli
u rpaduueckoe n3ofpakenne (Maamuct «CHEPLAPHARM» o
rpadiriecKoe H3o0paKeHHe);

— HAHMEHOBAHHE 1 CTRAHA NPOHIBOAHTENRA JEKAPCTBEHIOTD MPCNapaTa
«llpossoguTens: 3A0 «3n0-Ixopossen, Poccmas

— HAUMEHOBAHHE MeiiCTRYIONMIEr0 BeMECTBA, €r0 CONEPMKAHHE B

Tabnerre «Kawnan tabmerka copepsut 100 mr poxenuurnuna o
BiIe  JOKCHIMKIERG  mouorugparas, «Kampan  Tabnerka
cogepxnt: [eiicTeyroniee pemecTno: AoRcHUMKMHH (B Buae

AOKCHUHKNHIA MOROTHAPATAN,

— NEpEHCHh  BONOMOTATENbHRIX  Béltects  «Benomorarenninie
BEMIECTRA:  LEMLON03R  MEKPOKPHCTAIIMMECKAS, CaXapi,
rHNPeI03a (HIZKO3AMEIIEHNAN ), THIPOME/IIOIA, KPERHNR AHOKCH/L

kotouansii  -(Geasogueiii), sargMa cTeapar,  JAKTO3BI
MOHOTHAPAT,
-  wonmgecrso  Ttabnmerox B ymakoske  «20  TaGaerok

ANCNEPTHRYEMBIX;

— YCNOBHS xpaweHns «XpanuTk TpH TEMNEPATYpEe He BDuINE
25°C»,;,

— YCNORMS oTycka «OTHYCKAIOT N0 PELENTY.n;

— cnocol npAMeHEnYA B perakiny «nn npuema BuyTpEy;

— NPSAyNpeAUTEsHEE Haarmen: «OanaxomeTecs ¢ pueTpyKuneii no
npuMedennIo  (MICTROM-BRAAALINIEM).», «XpARNTL B MecTax,
HeZOCTYNNLIX /IR ReTeil.;

— HoMep cepun (RkmouaeT naTy nponzsoactea) «Cepun: 150126»,

— nata weredeHns cpoka roapHocT «lomen: 12 2030»;

— mTpix-Kox «4260747722276x,;

= rpatdireckuii PHCYHOK, IWITIOCTPHPYIONMIT criocol npuMeHeH ]

— HH(OpMALEA NS MOHNTOPHHTA JBIDKCHIA  JICKAPCTECHIOIO
MPEnapaTa oT NPOMIBOARTENN J0 KoHeuHora norpebirens:
nmyxmepHuil Data-Matrix-xoz,

uutposoil Tnobaneisiil  uoenTH(HKauHORERE HoMep («GTIN:)
«GTIN: 04260747722276»;

Crp.2 m3 3
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{«GGTIN:»), Byknento-uupponoi
HHAMBHAYATLHBI cepHiHbIi HOMED
Toprosoil equuHLE ynakosry («S/N»).
Moryr ObITE YKA38HBI 33BOJICKHE KOALI
YIAKOBKH/MCPEMEHHAS TEXHUMCCKAS

GykpeMHo-IHbpopolt  WHOMBHAyansusid  cepuiiustii  Homep
ToproRoit  cmMHMIE!  ymakosku - «5/Niy  © yKasaHHeM
HHIMBHAYIEHOTO CEPHATTHIANMOHHOrC HOMEPA MaUKH,

Bryrpennue sasoackue kol «90006725/11», «[1-392-20-03-04»,

HHhOPMALMS,
Xpauecuue TTpu Temneparype He Bpime 25 °C Ipy Temmeparype lie peuire 25 °C
Cpok rofiHocty 5 ner 5 ner

Sawmouenue: Jexapcmeennsiii npenapam KOuudoxe Coniomab® mabnemuu ducnepaupyemsie, 100 mz,
Ne 20, cepuu 150126 coomeemcemayem mpeboeanuam 8 4acmu npoGepeHHbIX NOKA3ameneil.
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PASPEIIIEHHE
HA BBIITYCK T'OTOBOI'O IPOITYKTA Ne 0444/26

Toproeoe HanMeHOBaHEE ITpenapaTa

runoke Conrotab®

BEIITYCKAIOIIFH KOHTPONE KAYECTRA)

MexmyHapofHoe HETIaTEHTORAHHOE

HauMEHOBAHNE (rpynnupoBogHOe WITH HOKCHITHKITIHH

XUMUYECKOE)

JlexapcTBenHas hopma TabJeTky JHCIepTHpYEMEIE

Jlo3HpoBKa 100 mr

Gopii By Tabnerrku nucneprupyemsie, 100 Mr
(6imcrep) 10 x 2 (mauka KapTOHHAEN)

Howmep cepun 150126

O6sem cepun 19 429 1ot yriakosox

JlaTa npou3BONICTBE 30.01.2026

Tozen mo 31,12.2030

HaumeHnoBanne ¥ afpec NpOM3BOOUTEINS 3axpeIToe aKmHOREpHOE 06mecTBo «3n0-

(TIpOH3BOACTERO, [epBHYHan YI4KOBKa, 3nopossey (3A0 «3r0-3nopossen), Pocens,

BTOpHYHas/OTpeGUTeIsCKAs YIAKOBKa, 142103 Mockosekasn o6, T. ITomonsek,

yi. XKenesnonopoxsas, 1, 2
JIMIEH3HA Ha MPOU3BONCTEO JICKapCTBCHHBIX
CPEICTB UL MEAUIKHHCKOTO IpHMEHEHNS
Ne J1012-00102-77/00010736 ot 24.09.2025 1,
(Gecepouno)

Ceprudiuxar cOOTBETCTEIA IIPOU3BONCTES
JIEKAPCTBEHHEIX cpeicTs TpeboparmaM I1pasrn
Hanexamelt nponssocTEeHHON IPAKTHKH
Erpasuiickoro SK0HOMHIECKOTO COK3a
GMP/EAEU/RU/02269-2025, Cpok meHcTsss ¢
09.09.2025 1. mo 08.09.2028 .

Howmep H
YIOCTOBEPEHHUS

JaTa  PErHCTPalHOHHOTO

JITI-Ne(011760)-(PI-RU)
or 19.09.2025 1.,

Homep HOpMaTHBHOH HOKyMEHTALHH

HJI JITI-Ne(011760)-(PT'-RU)-190925,
Pazpen 1.3.2 Mopyns 1
or 19.09.2025 1.

HaumMeHoBaHue ¥ afpec AepikaTens
PErHCTPALIHOHHOTO YIOCTOREDEHHS

YEIIA®APM Aprsaiivurrems [M6X,
Tepmanns/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PEIHOK TOCTARKH NPOOYKIHH

Poceus

HoMmep macnopta

0390/26

1. IloaTeep:xnaro, UTO BRIISYKA3AHHAS CEPHS NTEKAPCTBEHHOTrO NPENApATA BEILyCKAeTCs B obpamenwe.
2. I'apanTHpyi0, 4TO BRIeyKazaHHas HHOOpMAalus NOINHHHA H BepHA. DTa cepHs Obua

TIPOH3BCICHA, BKIOHAT YHOAKOBKY H KOHTDONE

KagecTra, 110 YKa3aHHLIM BBINCS

agpecam

TIPOM3BOJACTBEHHBIX TNOWMAJOK B COOTBeTCTBHH ¢ Tpebomanuamu GMP («Ilpasuna nHamexameH
NPOH3BOACTBEHHON IpaxTury) H PerneTpanuonHol JoKyMeHTanHE!N Ha MPOLYKT.

3. Bee pesympTaTsl aHanusa ¥ samucH OEUIHM PACCMOTPEHE! ¥ OFOGDEHE! B COOTBETCTBAM ¢ GMP,
TEXHHYISCKHMH COTamenyamMy 1 COrnaneHHEAMH [10 KA9ECTRY.,
4, Beumn nm xakwe-ma00 OTWIOHEHHS OT NPOH3BOLCTBEHHOTO NPONEccd, KACAIOMIAGCS KAYecTBa
TIPOXYKIHE:

M Her O ITa

BRIIYCK I'OTOBOIO ITIPO TA PASPEINEH

YionHOMOYEHHOE JHLO!

— Hodnucs

Ilata sEmycxa 5 o6pamenne: 740, O 3. O XL




