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TAPMALIEBTWKA

30.813(02)

Mecto HaxomaeHua: 000 «O30H», 445351, Camapckaa o6, . Murynesck, ya. Mecouwas, 3a, 11
Mecra ocywiecTsIeH A AMLieH3upyemoit aestenbHocTi: 000 «O30H», 445351, Camapckan o6, 1. 0. Jurynescy, r. Juryaesck, ya.
I'mapoctpoutenei, a. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dac (84862) 341-09;

Mvuensna Munucrepcrsa MpombilneHHocTy v Toprosau PO Ne /1012-00102-77/00010730

Ceptudurar kayectsa cepum Ne 3486 ot 23.03.2026

WUsabpapuH, TabneTku, NOKPbITbHIE NAEHOYHOW 060N04KOM 5 MF

Homep cepuu
[aTa Ha4ana npoussoacTea
Kosanuecrso

AHanu3 BbINOJHEH NO HOPMATUBHOMY [OKYMEHTY

Toproeoe

We NeKaperi

npenapaTa, NeKapcTBeHHan OpMa, AO3UPOBKa

PervcrtpauumoHHoe yoocTtosepeHue /IM-Ne(008648)-(Pr-RU)

060226

26.02.2026

7 681 ynakoBsoK

J1M-N2(008648)-(Pr-RU)-310125

HaumeHoBaHWe noKkasarens

MeTtog KoHTpOAS
HopmatusHoe 3Ha4yeHue

Pe3synsTaT KOHTPOAA

33ABNEHHOTO COAEPMHAHUA Yepes 45 MUH.

Onucaxue BusyanbHbIi
Kpyrabie ABOAKOBbINYKbIe TabneTku ¢ PUCKOMW, | Kpyrnbie ABOSKOBLINYK/IbIE TaBAETKM C PUCKOM,
MOKPbITEIE NAEHOYHON 0OCNOYKOW OT CcBeTno- NOKpbITblE NAeHOYHOM 060104KOM CBeTAO-
WENTOr0 [0 CBET/IO-KeNTOro ¢ KOpWYHEBaTbIM Hentoro usera. Ha nonepeyHom paspese
OTTEHKOM UBeTa. Ha nonepeyHom paspese TabneTok Agpo noyTk 6enoro LeeTa.
TabneToK sapo nouTy 6enoro useTa.

MNoanuHHOCTL B3IHX
Bpema yOep)MBAHMA OCHOBHOrO MWKa Ha
XxpomaTtorpamme MCMbLITYEMOro pacTsopa
OO/MKHO COOTBETCTBOBATL BpEMEHM CooTseTcTBYET
VOEPHMBAHMA OCHOBHOIO nuKa Ha
XpomaTtorpamme CTaHOapTHOTO pacTeopa
(pasaen «KonuuecrtseHHoe onpegeneHmen).

PacTsopeHue [® PO BIKX
He meHee 75 % (Q) Co7H3sN205 (uBabpaauHa) ot 96 %

PoacteeHHble npumec

BIMX

EouHMYHER HenaeHTUQUUMPOBAHHAA NpUMECE —
He Bonee 0,2 %;

Cymma npumecer — He bonee 2,0 %.

He oBHapysxeHo
He obHapyeHo

OHOPOAHOCTL 403MPOBaHUA

[D PP, cnocob 1, BIXKX

CYMTaA Ha CPeAHIO Maccy TabaeTku.

AV=15 % 7,6 %
KonuuectseHHoe onpegenexue B3HX
074,50 ao 5,50 mr Ca7H3sN205 (MBabpaguna), 4,60 mr

MuKkpobuonoruyeckas YyucToTa
Obuiee ynucno asapobHbix
MWKpPOOpPraHuamos s 1 1;
ObLiee YMCA0 APOMKIKEBBIX U
nnecHesbIX rpboss 1r;
Escherichiacolis1r

[® Pd. Kateropus 3 A.

He 6onee 1-10% KOE/ r/mn;

He Bonee 1-102KOE/ r/mn;
OTCYTCTBHE.

meHee 1- 101 KOE

meHee 1-101 KOE
OTCYTCTBYET

YKasbiBaioT
JIeKapCcTBeHHOTo
MEMYHAPOLHBIM

Toprosoe
npenapata

HavMeHoBaHue

(coBnapaer ¢
HenaTeHTOBaHHbLIM
HaWMEHOBaHMEM),  NeKapcTseHHylo  dopmy,
[LO3MPOBRY, HaumeHoBaHue Aepwarens
per1ucTpauMoHHOro YAOCTOBEPEHUA v
HaWMeHOBaHWe NPOU3BOAMUTENA /IEKAPCTBEHHOTO
ripenaparta, HomMep cepuu (BRAKYEIOWMI Mecal,
W TOM, NPOM3BOACTBA), ATy WCTEYEHMA CpOKa
rogHocTH (Mecsu v rog).
Ha KapTOHHOW ynakoBKe (mauke) yKasblsaioT
TOprosoe HaumeHoBaHWe JIEKaPCTBEHHOro

Ynakoska Mo 10, 14, 30 TabneTok B KOHTYPHYIO A4elikosyto | Mo 14 TaBnetok B KOHTYPHOM AYeliKoBOI
YNaKOBKY M3 NAEHKW NOJUBMHWUNXNOPUAHON M | YNEKOBKE U3 NAEHKM NOMMBUMHUAXAOPWUAHOMN U
donbru antoMUHUEBON ne4yaTHoi | ¢onbru 2NHOMUHWEBOM neyaTHoM
NaKUpPoBaHHOMW, NaKWpPOBaHHOW.
1, 2,3, 4 uaM 5 KOHTYPHBIX A4EHKOBBIX YNIAKOBOK | 4 KOHTYPHble AYEMKOBLIE YNAaKOBKM BMECTe C
BMECTE C WHCTPYKUMel no MeLMUMHCKOMY | MHCTPYKLMEN Mo MeauULMHCKOMY NPUMEHEHMIO
NPUMEHEHUIO (IMCTOK-BKN3/ALIW) NOMEWANT B | (AMCTOK-BKNAAbIW) MNOMELWEHB B KapTOHHYIO
KapTOHHYIO YNaKoBRY (nauky). YNaxoBKy (nauky).

Mapkuposka Ha KoHTYpHOI1 AuelikoBoi ynakoske (6amuctepe) | Ha KOHTYPHOM AYEMKOBOM  ynakKoBKe

(BnuncTepe) yxasaHo: Toprosoe HaumMeHOBaHWe
NeKapcTBEHHOrO npenapata (coenagaer c
MemayHapoaHbIM HENaTeHTOBaHHBIM
HaumMeHOBaHWeM), JIeKapCTBeHHas Gopma,
L03UPOBKa, HaumeHoBaHue nepmartena
perncTrpayuroH-Horo YAOCTOBEPEHUA “n
HauMeHoBaHue npov3soguTens
/NIeKapcTBEHHOrO npenapata, HOMEep Cepuu
(BKAKOYaKOWMI MecsAL, M rog, NPoW3BOACTBa),
faTa WCTeYEeHMA CpoKa rofHocTH (mecay u
roa).

Ha KapToHHOW ynakoBKe (nauke) ykasaHo:

Odopmneno: Benosa H.C.

Crpanuna: 1 u3 2




'-) Mecta HaxomaeHua: 000 «03ox», 445351, Camapckaa 06, r. urynesck, yn. MecouHas, 34, 11
MecTa ocylwecTeNeHUA AMLeH3npyemoit aeatensHocti: 000 «O30H», 445351, Camapckan 06, 1. 0. Jurynescx, r. Murynesck, yn.
I'mapoctpouTeneii, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, ¢akc (84862) 341-09;

COZON

DAPMALEBTUKA

3%.813(02)

Jvuersus MuHucrepersa NMpomsiluneHHoCcTM ¥ Toprosam PO No /1012-00102-77/00010730

npenapata (cosnagaer € MeMAyHapoaHbLIM
HenaTeHTOBaHHbIM HaUMEHOBaHUeM),
HalMeHOBaHWe pepraTtens perncTpayuoHHOro

YA0CTOBEPEHWA “ HanmeHoBaHue
NPOW3BOAMTENA JIEKAPCTBEHHOTO npenapara,
appec npou3BoAMUTENA SIEKBPCTBEHHOIO
npenapata (cTpawa, obnacts, ropog),
3NIEKTPOHHBIM a4pec M CalT npousBoguTens,
appec aeprwarens PermcTpaLMoHHOro
YA0CTOBEPeHUA (cTpaHa),  nexapcTBeHHYO

dopmy, [03MPOBKY, KoNM4ecTso TabneToK B
YNaKoBKe, nHbopmauuio o cocTtase
JNIEKAPCTBEHHOTO nperapata (HaumeHoBaHWe
[OeNCTBYIOWEro BelecTBa W ero KoAM4ecTso,
nepeyeHb BCMNOMOraTteNbHbIX BELWECTs), Homep
cepuu (sKAKOUaOWMIA mecsy, 7 rog,
NPOM3B0ACTBA), AaTY UCTEYEHWA CPOKAa rO4HOCTH
(romeH po: mecal W o), YCNOBWMA XpaHeHus,
cnocob npumereHua: «[na npuema BHYTPbY,
YCNOBMA OTNYCKa, HOMED PEerMcTPaLMOHHOro
YOOCTOBEPEHWMA,  NIOTOTMN  MPOX3BOAMTENS,
bapm-KoA,  WTPMXOBOW  KOA,  ABYMEpPHBIN
WTPMXOBOM KOZ € NOMHOM MAKM  HYacTHMYHOM
paclWwnpposkoi MHOOPMaLMK, cofeprKalleica B
ABYMEPHOM LUTPMXOBOM Koge uam Bes Hero,
rpaduyeckuii anemeHT uau 6es Hero, «CmoTpu
WHCTPYKLMIO MO MEAMLUMHCKOMY MPUMEHEHMIO
(nmcToK-BRNAABIW)»Y, «He  NpUMEHATE Mo
MCTEUYEHWW CPOKa TrOAHOCTU®, «XpaHuTe B
He[oCTYNHOM 4/18 OETeN MecTe».

[OonoNHWTENbHO HE  KapTOHHOW  YMaKoBKe
(nauke) pybnupyeTcs TOProBoe HauMeHoBaHME U
[03MPOBKa C UCNONb30BaHWEM WpudTa Bpaitns.

TOProBoe  HaUMEHOBAHWE /IEKAaPCTBEHHOTO
npenapata (cosnagaer ¢ meayHapoAHbiM
HEeNaTeHTOBaHHbIM HBMMEHOBEHHEM),
HauMeHOBaHKWe AepraTena perucTpayMoHHOro
yAOCTOBEPEHMS 7 HaMMeHoBaHKe
MPOM3BOAUTENA NEKAPCTBEHHOMO npenapara,
agpec  nNpou3BOAMTENA  NIEKAPCTBEHHOrO
npenapata  (cTpawa, o6nacts,  ropoa),
SNEKTPOHHBIA aapec W CalT NpousBoauMTens,
appec Lepartens PerMcTpaLMoHHOro
ypoctosepeHus  (CcTpaHa),  /JieKapcTseHHas
¢dopma, [O3MPOBKA, KOAMYECTBO TableTok B
YNaKoBKe, WHpopmaLma o cocTase
NleKapcTseHHoro npenaparta  (HaumeHoBaHue
OeACTBYIOLLEro BELLeCTBA M ero KOAMYECcTBO,
nepeyeHs BCMOMOraTenbHbIX BELWECTs), HoMep
cepuu  (BRAlYawWmMi  mecal, ¥ rog
NPoM3BOACTBa), MAaTa  WCTeYeHMs  CpoOKa
rogHoCTM (rofeH [o: Mecal M rog), ycnosus
XpaHeHus, cnocob npumeHeHua: «as npuema
BHYTPbLY, YCnoBeua oTnyCKa, Homep
PeruMcTpPauMoHHOrO YAOCTOBEPEHMA, NOrOTUN
npoussoauTens, Gapm-Koa, WTPUXCBOW Kopa,
ABYMEPHbIM  WTPUXOBOM KOZ C YacTU4HOM
pacwudpoBKOi MHbOPMaLMK, COaepmalLeiics
B ABYMEPHOM LUTPUXOBOM KOAE, rpadMyeckunii
3NEMEHT, «CmoTpum WHCTPYKLMIO no
MeULMHCKOMY NPUMEHEHKUIO (nucTok-
BKMAOBIW)», «He NpUMEHATb MO MCTEYEHUM
CpOKa rOQHOCTU®, «XPaHWTb B HEAOCTYRHOM
ONs peteil mecTe».

JONONHWTENBHO Ha KapTOHHOW  YnNakoske
(nauke) npoaybaupoBaHsbl Toprosoe
HaumeHoBaHKe 4] A031MPOBKa c
MCNonbL30BaHuem WpuoTa bpainsa.

XpaHeHue

Mpu TemnepaTtype He Bobilwe 25 °C B KAPTOHHOW yNakosKe (nauxe).

CpoK rogHOCTH

3roga

| rogen go: 01/2029

3akaoueHne: COOTBETCTBYeT/He cooTeeTcTByeT TpebosaHuam JIMN-Ne(008648)-(Pr-RU)-310125
7 [HEc6X0AMMOe NoAHepKHYTs)

Odopmiaeno: Benosa H.C.

HavansHuk OKK:

[Kupunuua 1.9,

Raa AOKYymeHToR

KOHTpoNa xauecrga

Crpanuua: 2 u3 2




PAPMALIEBTUKA

Jlunensus J1012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenue

Ha BBIITYCK CEpHUH JIEKapCTBEHHOT0 IIpeTiapaTa B PEaTH3AIIUI0

30.447(04)
} — NZ 990
Ne 34860t 49 {5, 28 r
HanmeHoBaHue npenapata Mpabpanux
MesxnyHapoHOE HEAaTEHTOBAHHOE, FITH TPYIIHPOBOYHOE, Hsabpagun

WA XUMHYECKOC HAHMEHOBaHHUE

JlexapcTeeHHas (opma

TabneTKH, MOKPHITHIE ILUIEHOUHOH 06010UK0MH

Jo3mpoBka

5wMr

@opMa BEITIyCKa

TabNeTKy, MOKPHIThIE IUIEHOTHO! 060109K0H, 5 MI
(koHTypHas guelikoBas ynakoBka) 14 x 4 (mauxa KapToHHAs)

Homep cepuun

060226

KommaecTtso

7 681 ynakosox

anTa Havana IpoH3BOICTBa

26.02.2026

Cpoxk rogroctu / loger no

3 roma/ 01/2029

HopmatueHas moxymenTamms

JIT-Ne(008648)-(PT-RU)-310125

Ceprudukar kagecTsa cepun

3486 o1 23.03.2026

HanveHoBanne nponssoauTet

000 «O30u»

AJipec NpOM3BONHTENH (BCE CTANNH POU3BOJICTRA, BKIFOYAS
BEBIITY CKAFOII M KOHTPOJIb KA4EeCTBa)

Cawmapckas o0, r.0. Xurynesck, r. JKurynesck,
yi. I'ugpocrpouteneit, 1. 6

PeructpanuoHHoe yaocTosepedne

JITI-Ne(008648)-(PI'-RU)

Mata rocy1apcTBEHHON PETUCTPALIMY 31.01.2025
HaumMeHoBaHue NepiKaTesd PerHCTPaLloHHOro yaocToBepeHis| 000 «ATomn
Pasperienne IeCTBHTENLHO 10 01/2029

KommenTapun

Ilpusenennas Bhlire HHGOPMALKS SBIAETCS JOCTOBEPHON M TOMHOM. Cepust nexapcTBeHHOrO Mpenapara NpoK3BeaeHa (BKIIOYAs YNAKOBKY
(MapkHpOBKY) M KOHTPONE KayecTBa) Ha MPOU3BO/ICTBEHHON INOWAMKE B [OJHOM COOTBETCTBHH ¢ TpeOOBaHMSMM JMUeH3HH, [IpaBun
HAINEKALEH MPOH3BONCTBEHHON NPAKTHKH, PErHCTPAMOHHOTO 10Che. 3AIUCH TI0 POM3BOACTEY, YIIAKOBKE U KOHTPOJIXO Ka4ECTBA [IPOBEPEHBI, 1

YCTAHOBJICHO MX COOTBETCTBHE Tpebosanusm [Ipasu Hannexawieil IPOH3BO/ICTBEHHOMN IPAKTHKM.

[TPOOYKIIHMA PA3PEIIEHA K PEAJI3AITAU:

YromHOoMOYEHHOE JHAITO:

P

=

//ﬁum/ /Aneuaepa Enena Bragumuposna/ - -

/
[ Jla

O Her

]
) 7
/

A, LULD

nopmucs) ®H.0.

nata

Crpanuua: 1 u3 1




PEAEFAABHAA C

B COEPE 3APABOOXFPAHEHMA

1 %™

AVAHBA TIO HAASOPY

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

rnpenapaTa, No coctoAHUo Ha 02.05.2026 15:11»

IIncbma
Opranx3anss. 00
JlaTa BHeceHHsI B IIpousBoguTesH Y s, Homep Howmep, nata
. BBINYCTHBINASI B H3BSITHH
AHUC Toprosoe HaHMeHOBaHHe (BBIYCKAIOIMIHH Crpana CaeJieHHsI 0 CTaHSIX IPOH3BOACTBA HopmaTtHBHast JOKyMeHTAIHsI S —— cepHH, pa3pelneHHst Ha JIC
Poc3npaBHans3opa KOHTPOJIb napTHH HJIII
p 0P posy) odopor P (HOMep,
nara)
HBabpanuH; TabneTku, OO01uecTBO ¢ OrpaHMYEeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
TOKPHITHIE TUIEHOYHOU O0urecTBO ¢ Poccus (ITpousBoguress (roropoit JID)); OOmecTBO ¢ OrpaHUYEHHON
23.03.2026 000JI0uKOl 5 1\:[1" 14 wr., OrpaHUUEHHOMN . . Poccnst otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccus JITI-Ne(008648)-(PT-RU)-310125 000 "Oson" 060226 )
YIAKOBKH STUCHKOBBIE OTBETCTBEHHOCTHIO "O30H (YnakoBmUK/hacoBIMUK (B IIEPBUYHYIO YIIaKOBKY)); ObmecTBo ¢
KOHTYpHBIE (4), MauK1 (00O "OzoH") OrpaHUueHHOM 0TBeTCTBeHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
KapTOHHbIE/ ~ (YmaxoBmUK/hacoBMUK (BTOPUYHAS/TPETUYHAS YTIAKOBKA))
HBabpaauH; TabneTk, OO01ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO "O30H" (OO0 "O30H"),
MOKPBITBIE TIEHOYHOM OO0mecTBo ¢ Poccus (ITpousBopuresns (roropoii JID)); OOmecTBO ¢ OrpaHUYEHHOM
000J104KOI1 7.5 14 wr., OrpaHHUYCHHOM otBeTcTBeHHOCTHI0 "O30H" (OO0 "O30H"), Pocc " N
23.03.2026 nonion 1.9 M I rpamenton | Pocens o TeTREHHOTTD H "), Poccita JITI-Ne(008648)-(PT-RU)-310125 | 00O "Oson 060226 -
YHAKOBKHU SIYEMKOBbIE OTBETCTBEHHOCTHIO "O30H (Y nakoBumuk/acoBIyK (B IEPBUUHYIO YIAaKOBKY)); O6IiecTBo ¢
KOHTYpHBIE (4), Mauku (000 "O30H") OrpaHUUYeHHOMN 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"), Poccus
KapTOHHble/ ~ (Y nakoBumuK/(acoBIyK (BTOPUYHAS/TPETUUHAS YIIAKOBKA))




