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Tuverrsus Ne JI012-00102-77/00010683
GMP/EAEU/RU/01032-2023

Paspenrenne

Ha BBIIYCK CEpPHHU JICKaPCTBEHHOTO operapara B peau3amuo

30.447(04)

Ne 3890 ot 08 oxrsi6ps 2025 .

Haumenosanue nipemapara JIusuronpinT

MesknynaponHoe HeTaTeHTOBAHHOE, WIK [PYNAKPOBOUHOe, | JIM3EHONpL

HIH XUMHAYCCKOE HAHMEHOBAHHE

JlexapcTsennas dopia TableTKn

Joznposka 10 M1

Dopma BEITYCKa Tabuerxn, 10 Mr (xouTypHas sueiikoBax yrakoBKa) 30 x 2
(manKa KapToHHas) ‘

Howmep cepiu 130925

Kommastreo 56 880 ynakopox

Jlata Hagana npowsBONCTBA 116.09.2025

Cpox ropsocra / Togen fio 3 Tona/ 08/2028

Hopmar#BHas JOKyMeHTAHS

JIT-Ne(0D4198)-(PT-RU)-281223

Ceptndukar kaugersa cepin

3890 o7 08.10.2025

Hanmenopauite NpousEOIHTEN

0600 «Os0H Papm»

Ajlpec Npou3BORATENE (BCe CTafii NPOU3BOCTBA, BRIIOYAS
BRUTYCKArO M KOHTPOL KAYcCTRa)

Camapexas o6, I. 0. TonssirTh, Tep. 033 1T, MardcTpans
31, 311 11, cpid ‘

PericTpaupionsoe yIocToBEpEHIe JITI-Ne(004198)-(PI-RUY
Jlata rocy rapeTEeHHON perRCTpauH 28.12.2023r.
HaumeroBanue fepxarelis perucTpanuoHaoro yaocrosepeny 000 «O30H»
i
Paspemerue. nefcTRRTENLHO 1O 08/2028 !

Kommentapyn

Tpusencunad sue: uHgopMatus XBARCTCH IGCTOBCPHOMN ¥ TouHoH, COPHY NGKaPCTBEHHOTO. IPENapaTa TPOU3ReASH (BKIOUAT YIakoBky
{MapKupORKY) W KOHTPOJHS: KAYECTRA) M TPOMIROACTREHIONR IOWAAKE B [IONROM -COOTBETCIBHNY ¢ rpebopanusmy munexany, [Ipasun
HEAREKAWEH: MPOU3BOACIBEHHOR IPAKTHKY, PETHCTPALMOHHOT0 NOCHS. 3aTHCH N0 TPOMSBOUCIBY, YINAKOBKE H KOHTPOMQ KaYecrsa
TPOBEPEHE!,  YCTAHOBACHO UX cooTaercraue Tpedonanmmy TTpannn Hajulexanielf NpoRsBoACIBSHAOH IPAKTHIN.

IPOAYKIIL PASPENIEHA K PEATIM3AITAU:

ViongoMoueHnoe Jumno:

m

(- /%I/ Baxerun Biar
©HO

1o 242 (7’/

T

e

OO0 Her

5 Anexcannposay/ 08.10.2025 r.

Hara

Crpanuna: 1 w3l



T OZON

Mecro Haxowgenva 000 «0308 Dapain: 445043, Camaperan oba, . o, TonbaTma,
@ Mecra-ocyw.ecra;ie‘auh-nuﬂe"n‘anpvew_xp‘ﬁ_Aem'enbaocm 000 «O30H dapm»:
3414, crp L. Tencor.: 4708745599993, +793774535994

ATTH, Tep. 033 0T, MmarueTpans 3-8, 34, 11, crpil.
Camapexas o6, r. 0. TonbaTw, Tep, 033 NAT, Mar¥eTpan 3-a

Tsetann Munucrepersa [IpomMeiuARRKOCTH # Toproaan PO Ne 1012-00102-77/08010683

BAPRAUERTIEA
Ceprudiikar kavecTsa cepiy Ne 3890 or 08:10.2025
Nunsunonpun, Tabnetku 10 mr
TOBO30E Hith & NERAPCTS para, : 3 YOpMa, LO3HRG;
Perucrpaynonroe yiocrosepesue N-Ne(004198)-(Pr-RU)

Homep.cepuu 130925 »

HAara Hsyana npousBoaCTBa 16.08.2025

Konuuecrso 56 880 ynaxosox

AHanM3 BLINOAHSH NO HOPMATHEHOMY JOKYME HTY

N1-Ne{004198)-{PT-RU)-281223:

HaumenosaHue nokazarens

Metoa koHTpONSR
HopmaTyiBHOE 3HaYeHNe

PeaynLTaT KOHTPONA

Onucakine

£ P, Busyansmbiil
Kpyrisia maockoumsmMHapUdeckue TabneTky Bejoro
HAM-NGYTH Benoro ueeta ¢ GacKoil u preKGii.

Kpyrabie naockouuAMHAprIEcKIe TabaeTiu
Gesioro useta, ¢ dackod v puckali.

NopanrRoeTs

.BuIMapaTa,

BIMX

Bpema  yAepMuBsaHus  OCHOBHOIO  niWKa M3
APOMATOrPIMME  WCTILITYEMOTO  PacTBopa moAKHO
COOTBETCTBOBATE BpPeMEHK YASPHUBAHMA OCHOBHOIO
NUKa H3 Xpomarorpamme pacteopa CO JisuHonpuna
(pasnen «KonuuecTsenHoe
onpéaenenuer],

CoorseTcreyer

- Pacrsopenue

| [® PO, BIMX

He menee 75 %(Q) '021H31N305-.'(nu3uﬁonpvma)i yepes

| 30MiH, :

102.%

PoacTeenHsle npumeck

BIMX

JIMRUHONPWAE GuKeTonunepasuta —He Bonee 1,5%.

Hoboil epuruunol npumack — ke Sonee 0,5 %.
Cymma ripumecelt — He Banee 2,0 %,

He'obHapymeHo
He:o6HapymeHo
_He o6uapymeng:

OnHOPOAHOCTH HOIMPOBIHMS

£ Pd, BIRX, Cnocob. 1
AV<150%

10,7%

Roauuecrsennoe onpegenerne

BIKX
Or 8,0 go 41,0 mr CuHsiNaDs (msnHonpuaa) 8

vaBaerxe..

10,8 mr

MukpoBuoAcruuecKan YMCTOTA
O6ieevucno aspobupix
MURpOODTEHAMES 81T

OB YuCcND BPOKIKEBHIX 1

[$ PO Kareropua 34,

e Bonee 1-10% KOE/ rfma ;

meHee 1.10' KOE

YKQ3kIBAIOT TOPIOBOS HAMMEHOBAHUE NEKAPCTBEHHOID
npenapara {cosnagaer ~ ¢ 'Mgzx‘qyaapop,nbm
HENSTEHTOB3HHbLIVM HAUMEHOBaHWEM); NIeKaDLTBERHYIO
$OpMY, [03MPOEKY, HaWUMEHOBAHME aepwaTena
PEICTDALIMOHHOTO YHOCTOBEPEHUA ¥ HAWMEHOBaHHE
NpoH3BoAMTEns AeKapCTBeHHOTO MpenapaTta, HoMep
cepuu (BRHONANILMA MECAL. M rog, npoussoacTsa),
HATY UCTRYEHUR CPOKa ro.qucrn_(Mecm; n.rog).

Ha raprosuoll ynakoske {nauxe} yxassigaior Yoprosoe

- PEFUCTPaLMOHHORD

NIIECHEBbIX TPGOB B 1 1) He Bonea 1102 KOE/ r/mn ; meige 1:10°' KOE

Escherichia colis 1T, LOTeyTeTBie B 1 r/ma o ofeyTeTBYeT

YriaKoBKa | Mo 10; 20 wi 30 TabreTok 8 KOWTYPHYIO AUEHROBYIO | 30 TaBABTOR B KOHTYDHOM  AueitKoBOM
YRAKOBKY M3 MAGHKYM NOAMBAHWAXAOPUAHON, TmB0 | ynakoske ua faeHKi NOARBUEUANNOPULHON 1
feHKN $osbry aNoMUAHMes0M |neuaTHokH
NO/MBUHUAKNOPUBHOI/NONMBUHUAUASHXAOPUAHON R | JEHUDOBAHHOM. |
DOALIY BRIOKMMHYEBON REYBTHOR NAKMPOBAHHOI.. -2 KOHTYpHBIE AHeiROBbe y,naz_goa'xn' smecre ¢
M no 10, 20 wam 30 raBnevon B KOHTYPHYIO | MHCTPYKYMeh o Ménn‘x.mﬂckomy
AMElKOBYIO yhakosry us Matepuana | npumeseHmio {(NMCTOR-BRNALBIN) TOMBLLEHE! B.
KOMBUHIAPOBAHHOTO Ha 0CHOBE GonbM (TpexcAoNHsI K2PTOHHYIO YnakoBRy {nauxy). ’
Matepuan, BHMUICYIOWMIA  AmomuHMEsYID  dOAbTY, ‘ !
RAGHKY . ¥3°  OPWEHTUPOBAHHOIO  nO/AMaMugs, ‘
NOMMBURVIXAOPUMAHYID - MIeHRY)  u donbria i
anoMuHnesoit neuaTHON AZKUPOBaHAGH,
3,2, 3, 4, 5,/6;, 8iman 10 KOHTYPHBIX AYSHKOBBIX 1
YRAKOBOK: BMELTE CIMHCTPYRUMEN N0 MESULMHCKOMY ‘
npuMeHeHwio  “{AMCTOK-BKN3ABIL)  nomewator B
KapTGHHYIO YNakoBRy (rauxy). _

Mapruposka Ha KoWtypHoli - sueliosofi ynaxoske (6mictepe) | Ha KOHTYpHOM  AueiikoBol  ynakoske

{6avicvepe) yKa3ams!l: TOPrOBOE HAWMEHOBaHME
neKapcrseHHoro  npendpara  (cosnapger
MENAYHBPOAHEIM : HenaTEHT:UBaHHBI_M
HaumMeHosaHuem), nexapcrseuuan( $opms,
AO3MPOBKE,  HAMMEHOBAHWE  AepHaTena
yAocToBepeHita ¥
HaumeHoBaH’e: NpoVsBOGUTENA
IBKAPCTBRHHOTO nNpenapara; HOMep cépuu
{Brniouatowuit: mecAy w rog npowussoacTaa);

‘Oipopmaeno: Benona H.0,

Cipasmma: 1 us 2
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Mecro raxonaenna 000 «Qaon Gapmn: 445043, Camaperas 064, 1. 0. ToALATTH, Tep. 033 NNT, marucrpans 3-n, 34, 11, erp.d.
Mecra OCYIIECTBARHMA NMUEHSHPYEMOH JeATensHocTH 000 «O30H Gapmy: Camapckan 064, T. 0. TOALATTH, Tep, 033 NT, marncTpant 3-8
3g. 11, erp.L. Ten.cot.: +79874593593, +798774598994

Tnisesisns MunucrepcTss Npomblunesnoctit v Toproeau PO Ne'n012-00102-77/00010683

HaumerosaHie AeKAPCTEEHHOTO npenapaTa
{COBNafiaeT © MeMAYHAPOAHbIM HEenaTeHTOBAHHLIM
HauMeHOBAHMEM),  HaUMEHOBAaHUe  pepiKaTess
PErMCTPALMORHOTO ypocToBepenua  {cosnagaer ¢
‘HaumeHoBaHWeM nponssoavTens), aapec
npauasoanTens AeKapCTEEHHOTO npenapara

(coBranaeT ¢ aApECOM ASPSKaTeNA PETUCTPALUMORHOTO
yoocrosepenva)  (¢tpada, ofnacts, ropoa) (anm

‘naowa gk 000 «O30H»), HEUMEHOBAHWE AEMKATENA.

DEFUCTPALNOHHONS YAOCTOBEPEHYA ¥ HAUMEHOBAHUE
NpOM3BOMTENA NEeHapCIBEHHOrO npenapara, aapec
NPGMABOANTEAR JIBKAPCTBRHHOO fpenapaTa {cTpana,
oBaacts, ‘ropoackolt  oKpyr), agpec gepwarens
perfcTpaunorHOro  ypoctosepenna  {cTpana) (anR
anotpake 000 «030H- Papmy), BNEKTPOHHLIN aapec
u CaliT NpOU3BOANTENR, AeKapCTBeHHYIo ¢opmy,
[O3UposKy, KoandectBo TabneToOK B ynNaKkoexe,
nHGopMaLuo O cotTase MEKapCTBEHHOTO npenapata
{HavmeHoBaHye JAelicTaylouwlerd BeulecTea U ero
KONHYECTBO, MepEYerb BCMOMOTATE/bHBIX BEletTs),
HoMep cepuu  (srmouvalowuit  mecall W rop

APOU3BOACTEE), AaTY WCTEUEHUA CPOKa TroAHeCIM

{roneH 0! MECAL ¥ TO4), YCNOBUA XPaHeHMA, crnocob
npuMeénenua:  «0nAs  nprema  BHYTPLY, YC/I08UA

OTNYCKa, HOMEP PErVCTRALHUOHHOTO YAOCTOBEPEHUS,

NOTOTHR NPOMSBOAATENRA W/WAN NIOTOTUN 3aKa3UKa,
$apmM-KOA, WTPUXOBOA KOA, ABYMERHLI wWTpnxosol
KOA € nO/HOM wau  uacTMuHOh  paciumndpoerod
uHopmaling,  copgpawedcs B ABYMEpHOM

LITPUXGBOM HOAE UNir Ges Hero; KCMaTPY MHCTPYRUWIC

N9 MeANLMHCKOMY. OPUMEHEHIO {(nucror-srnagbiu)y,
«He npUMeHATb MO MCTEYEHMM CPORE TOJHOCTUY,
«XpanuTL B HEAOCTYNHOM A1 ARTEH MecTen,

HORoNHUTENLHO HA KAPTOHHOH YNaKoske {auxe)
AyBmpyeTca TOProsoe HaNMEHOBaHNe i AO3MPOBKA C

McnobIoBaHem wpudTa Bpaiins.

' npoussoacTsa);

"pATA MCTEYEHMA CPOKA TOAHOCTH (MecAu K

o).
Ha KapToHHOW ynakoexe (nauke} yxazaHo:

TOProBOe HAUMEHOBAHME  /IEKApCTBEHHOrO
npenapata {cosnagaeT € MEKOYHapPOAHLIM

HenaTeHToBaHHbIM. 'HanMeHOBaHuEM),
HanMMeHOBaHue ARpHaTens
PErVCTPAUNOHHOTO VAOCTOBEDEHMA ¢
HaumeHoBaHHE rpoM3BOANTENR
NEXAPCTERHHOTO npenapard, ' appec

NpOU3BOAUTENA JNEKAPCTBEHHOTO npenapara
(cTpana, oBnacTh, ropoacroi ORpyr), appec
nepwarernin PerucTpPaLMoHRoro
YAOCTOBRPEHUA (cTpania), snekTpOHHLIA-aADEC
M calfT nNpoWIBOSMTENR, JIEKApPCTBEHHAR

‘bopma, AO3MPOBKA, KOAMUECTBO TabnetoK B

ynaKkoske,  MHGOpMauua O  CoCTaBe
AEKapETBEHHOTO Mpenapata (Haumenoaarue
feicTRylowero BelgcTsa 1 ero KOAWECTBO,
fi2peHeHb BENOMAraTRNbHBIX, BeUecTs), Homep
cepuyv  {swniovarowmii  mecay W, 104
[aTa  MCTeMeHMA  CpOKa
ropHocTY (ropeH A0 Mecal v fof), ycnosua
xpanenus, cnocob  npuménenmal  «fna

‘mpuema BHYTPbY, YCNOBMA OTAYCKa, ‘Homep

PRIMCTPaUMOHHOMD YAOCTOBRPEHUA, NOTOTUR
npouasoanTens, Gapm-Kog, WTPUXOBOR KO,
ABYMEDHBII  LITPUXOBOR KOA C HBCTMHHON
pactuvdposkoit uHbopmaLium, copepaleics
B [ABYMEPHOM: .ITPHXOBOM: KOZE; «rT‘MOTpM
VHCTPYKLMIO [0 MEANUMHCKOMY. NPUMEHEH IO
{Aucror-sraanbiy)y, «He  npUMeHRTH fo
VCTEUBHMW CPOKA [OQHOCTHY, «XpaHuTb B
"HeOCTYITHOM 1A aeTell mecrer,

DOMOAHUTENEHD H3  KapTORWOR  YNaKoske
{nauxe) npoay6AMPOBaHLY TOproBoe
HaMMeHO Banve u gosupoeual ¢

ircnonbaosatuem wpndTa-bpadan,. |

Cpox rogHoCTH

3 roAa

Topek po: 08/2028

XpaHeHue

3aKnAlOMEHNe:

[Tpu TemnepaType e seiwe 25°C,

{neobxopumoe NOAHEPKHYTS)

.Odoprrieno: Benosa H.C.

HauanbHur OKK:

weﬁ HE CDOTBRTCTBYRT TPeBOBIHUAM JI-Ng(004198)-(Pr-RU)-281223

/Ky3uHa O.H.

Crpanumg: 2 w3 2




«CBefileHunA, BHeCEHHble B @BTOMATWU3NPOBAHHYI0 MH(OPMaLMOHHYI0 cucTeMy Poc3fpaBHag3opa nepef BBOAOM B
rpaxpaHcKunii 060poT cepuid, MapTuil NeKapCTBEHHbIX cpencTs/ NHdopMauma o BeAaHHbLIX Poc3apaBHan30poM pa3pelweHunsax
Ha BBOJ, B rpaxfaHckumin 06opoT B Poccuitickon degepaLum cepun nnn NapTum MMMyHOBMONOrNYECKOro JIeKapCTBEHHOIro

PEAEPAALH,

CAVXBA TIO HAA3OPY

el npenapata, No coctoAHuo Ha 17.01.2026 10:19»
B COEPE 3APABOOXPAHEHMS
Iucoma
Jara Buecenus B Mpoussoautens B(:lprll::::::n, Homep Homep, nata m_l:fm"
AHC Toprosoe nanmenosanne (BbIMyCKarOmuit Crpana ChefieHns 0 CTagHsX NPOH3BOACTBA Hopmarusnas nokymentauus rplzlxnaucxn‘:: cepHH, Ppaspenrenus Ha I
Pocanpasuamsopa KOHTPOJIB) o60paT NapTHH W (HoMep,
Jnara)
OBmecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTBIO "O30H ®@apm" (000 "Oson

Jlusunonpun; Tabnetku 10 OBuiecTBo ¢ orpaHuueHHON ®apwm"), Poceus (TpoussoauTes (roTosoit JI®)); Obmectso ¢

wr 30 mT., ynakoBku OTBETCTBEHHOCTBIO "O30H OrpaHUYeHHO OTBETCTBEHHOCTHIO "O30H Dapm” (000 "O3on apm”), 000 "O30H
.10.21 -Ne -RU)- &

08,102025 SAYCHKOBBIC KOHTYpHbIE (2), @apm” (000 "Oson Poccu Poceus (Ynakosmuk/dhacoBmux (B nepsuumyio ynakoBky)); O6mectso ¢ JITI-Ne(004198)-(PT-RU)-281223 DAPM" 130925
TIAUKH KapTOHHBIE/ ~ ®Dapm”) OrPaHUYEHHOM OTBETCTBEHHOCTBIO "O30H ®apm” (000 "Oson Mapm”),
Poceus (Vnakosumx/acosumk (BTOpHUHAs/TPETHYHAS yNaKoBKa))




