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Mecto Haxompaenua: 000 «O3zom», 445351, Camapckan 0ba., r. urynesck, ya. Mecounas, 34. 11

DAPHALEBTHKA

MecTa ocylWwecTBAeHUA AMUeH3HPYEeMOoit geatensHocTi: 000 «030H», 445351, Camapckan 064, r. 0. urynesck, r. KUryneescx, ya.
ruapocrpouTeneis, 4. 6; ten. +79874599991, +79874599992, (84862) 250-00, daxc (84862) 341-09;

NuueHsna MunucTepcTea NpoMbIWAEHHOCTH v Toprosau PO Ne /1012-00102-77/00010730

Ceptudukar kadecTsa cepuu Ne 9765 or 13.08.2025

M30copbuga MOHOHMTPAT, TaBNETKY C NPONOHTUPOBAHHLIM BbICBOBOMAGHMEM, NOKPbIThIE NIeHO4HOK 06onoyKoi 40 mr

Homep cepuu

[lata Ha4yana Npou3BOACTBA

Konuuectso

AHanu3 BbINONHEH N0 HOPMATUBHOMY AOKYMEHTY

Toprosoe

fO Npenapara, AEKAPCTEEHHAA HOPMA, A0IUPODKA

PerucTpaumoHHoe yaoctosepeHue f1M-Ne(000452)-(Pr-RU)

020725
20.07.2025
81039 ynakoBoK

JIN-Ne(000452)-(Pr-RU)-101221

HaumeHoBaHWe noKasaTtensa

MeTon KOHTPOAR
HopmaTtusHoe 3HayeHue

Pe3ynbTaT KOHTPOAA

OnucaHue Bu3yanbHeliA Kpyrasie [OBOAKOBbiNyKnble Tabnerxku,
Kpyrnbie [BOAKOBbLINYKALIE TabNeTKW, MOKPbITbIe MNARGHOYHOW | MOKPbITsIE nneHo4YHoW 0BONOUKON NouTK
obonouxoit Genoro wav noutn Benoro upera. Ha nonepeudom | Benoro useta. Ha nonepeyHom paspese
paspese TabneTku BuaHo aapo 6enoro uau noutu Genoro ugeTa. Tabnetku BuAHO AQPO noytw Genoro

usera.

MopnvHHOCTL BIHX
Bpema YAEPKMBAHWA OCHOBHOrO MNWKa Ha Xpomarorpamme
VCNbLITYEMOrO PacTBopa, NPUrOTOBNEHHOTO ANA KONUYECTBEHHOMO CooTsetcrayeT
OnpeaeneHqn, AOMKHO COOTBETCTBOBATb BPEMEHU YARPMWUBAHUA
OCHOBHOTO NWKa Ha XPOMaTOrpamme pacTsopa CTaH4apTHOro
obpasua.

PacteopeHrue o P, BIKX
Ot 20 ao 40 % CsHsNOs (M30COPbMAa MOHOHWTpaTa) Yepes 14, 34 %

Ot 30 no 55% CeHaNOs (M30cOp6Maa MOHOHUTPaTa) Hepes 2 4, 48 %
07 50 ao 75% CsHsNOs (M30cOpbUMaa moHOHWTPaTa) Yepes 4 4, 68 %
07 65 a0 90% CeHoNOs (v30copbuaa MoHoHUTPaTa) uepes 64, 82%
He meHee 80% CeHsNOs (M30copbuga moHoHUTpaTa) Yepes 10 4. 100 %

PoacTeeHHble npumecw

BIMX

WUsocopbuaa 2-HutpaT — He Bonee 0,5 %;

Msocopbuna auHWTPaT — He Bonee 0,5 %;

EAMHUYHAR HEMABHTUOMLMPOBaHHARA Npumecs — He Bonee 0,25%;
Cymma Bcex npumecei —He Gonee 1,0 %.

He o6HapymeHo

Obwee Yncno aspobHbix
MHKpooprauusmos s 1r;
0buee YNCAO APOIKHKEBbIX
v nnecHesbiX rpuboe B 1r;

He 6onee 1:10° KOE/ r/mn ;

He Bbonee 1-102 KOE/ r/mn ;

Mpumecs A TCX

(Heopranuueckue uutpathl) | He Gonee 0,5 % (8 nepecyere Ha Kanua HUTPAT). Metee 0,5 %

OQHOPOAHOCTL [ P®, cnocob 1, BIXKX

A03UPOBAHUA AV<15,0%. 11,4 %

KonuvectseHHoe BIMX

onpegenexHue Ot 37,0 go 43,0 mr CgHsNOg (u30copBupa MoHOHWTPaTa), B 37.9mr
Tabnetxe. !

Mukpobuonaruyeckas [® Pd, Kateropua 3 A.

yucToTa

menee 1-10" KOE

menee 1-10' KOE

Mo 10, 20, 30, 40, 50, 60, 90 wam 100 Tabnetok B BaHkW w3
nonusTuneHtepedTanata AnA  NEKapCTBEHHLIX CPeACTB WM
NONMNPONUNEHOBLIE ANA NEK3PCTBEHHBLIX CPEACTB, YKYNOPEeHHbIE
KpblWKaMKU M3 NOAUITUNEHA BbICOKOTO A3BAEHMA C KOHTpONEeM
NepBOrc BCKPLITMA WAKM  KPbLIWKAMW MOAMNPONUAEHOBBIMU C
CMCTEMOﬁ WHAXaTb-NOBEPHYTLY UK KpbllWKaMK U3 nonuaTUAEHa
HW3KOMO A2BNEHWA C KOHTPO/IEM NEPBOrO BCKPbITUA.
CeobopHoe npocTpaHctBo B DaHke  3anoaHAlT
MEAMUMHCKON TMrPOCKOMMUYECKOM.

Ha GaHKy HAKNEMBAIOT ITUKETKY CAMOKNEALLYIOCA.

Oany Ganky wnm 1, 2, 3, 4, 5, 6, 7, 8, 9 nan 10 KOHTYPHBbIX
AYEMKOBBLIX YNAKOBOK BMECTE C UHCTPYKUMEN NO MEAMUMHCKOMY
NPUMEHEHHMIO  (AMCTOK-BKA3ABIW) NOMEWaAT B  KAPTOHHYK
ynakosKy (nauky).

BaTou

Escherichiacolislr. orcyTcTeue B8 1 r/ma. oTCyTCTBYET

Ynakoeka Mo 5, 10, 14, 25, 30 TaBNETOK B KOHTYPHYIO A4eiKoBylo ynakosky | 30 Tabnetok 8 KOHTYPHOM AYEHKOBOM
W3 NAGHKM MONMBUHUAXAOPUAHOM W GONBIM  ANIOMWHWEBOW | yNaKoske K NNEHKK
neYaTHOW N2KMPOBAHHOM. NOAMBUHUAXACPUAHOM “ bonbru

ANIOMUHMEBOM NEYaTHOM NaKMPOBAHHON.
1 KOHTYPH3A AYeWKOBas  YNaKoBKa
BMecTe c MHCTPYKUMEN no
MEAULMHCKOMY MPUMEHEHKIO (NWCTOK-
BKA3AbIW) MOMEWEeHbl B KapTOHHYKO
YNaKoBRY (Mauny).

Ndvarnsenana: TMannana M TT

Crpanuua: 1 w32
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MecTo Haxoxaerna: 000 «Q3oH», 445351, Camapekan 06, r. Murynesck, yn. Necovnas, 34. 11
MecTa OCYLLeCTBAEHMA AMUEH3NpYemMoi aeateapHocTn: 000 «Oson», 445351, Camapcekan 0bn., 1. 0. Murynesck, 1.3 urynescy, yn.

SAPHAUEETUAA Ty nnocTpouTenedd, 4. 6; Ten. +79874599991, 79874599992, (84862) 290-00, dawc (84862) 341-09;
Nuuexana Munuctepcrsa NpomsiwneHHocTH u Toprosam PO Ne 1012-00102-77/00010730
MapKkuposKa Ha HOHTYpHOM AueMKOBOM ynakoBke (GaucTepe) yKasbiBakT | Ha KOHTYPHOW AYEHKOBOR ynaKosue

C  MEWAYHADOAHMbLIM  HEMATEHTOBAHHLIM  HZUMEHOBaHWeM),
NeKapcTeeHHyo Gopmy, A03MPOBKY, HaWMeHOBaHMEe AepwaTens
PerncTpaunoHHOro YOOCTOBEPEHUA " HaumeHoBaHue
NpOW3BOAMTENA NEKAPCTBEHHOrO nNpenapata, HOMEp Cepuu
(BKAMOYAKOWMIA MECAL, W rOfL MNPOW3BOACTBA), AATy WMCTEYEHWA
CpPOKa rogHOCTH (Mecay, 1 rof).

Ha 3TuKeTke OaHKM YKa3biBAKOT TOProBOE HAaMMEHOBaHWe
NeKapCTBeHHOrD npenapata (coBnagaeT ¢  MemayHapoAHbIM
HEMNaTeHTOBaHHBIM HAWMEHOBAHWEM), NEeKapcTeeHHYo dopmy,
[03MpOBKY, KonauvecTso Tabnetok B HaHke, cnocob npumeHeHua:

«NR  npuema  BHYTDb»,  HaWMEHOBAaHWE  AepHaTens
PErucTPaLmroHKOro YADCTOBEPEHUA u HauMeHoBaHue
NPOM3BOAUTENA NEKapCTBEHHOTO npenapara, noroTun

npouzsoanTens, papm-Kon, HOMEp Cepum (BKIOUYAIOWNIA MECAL U
rof NpPoOW3BOACTBA), ATy UCTEUEHMA CPOKa roAHOCTH (rogeH Ao:
MECALL 1 rog).

Ha kapToHHOW ynakoske (nauke) yKa3biBalOT TOprosoe
HaumeHOBaHME /fIeKapCTBEHHOro npenapata (cosnagjaeT ¢
MEMAYHaPOAHLIM HeNaTeHTOBaHHbIM HauMeHoBaH1em),

HaUMEHOBaHME [IEPHATENA PErUCTPALMOHHOIO YAOCTOBEPEHUA W
HauMeHOBaHMe NPOWU3BOAMTENA JIeKAapCTBEHHOrO npenapaTa,
aapec NpOWM3BOAMTENA NEK3apCTBEHHOro npenapata (crpawa,
o06nacts, ropoa), 3NEKTPOHHLIM 3Apec M CaiT Npou3BoAWTeNs,
aapec AepKaTens PerucTpauMoHHOro yAoCTosepeHus (cTpada),
NexapcTeeHHylo dopmy, AO03MPOBKY, KonnuecTBo TabneTok 8
Ynakoske, MHOOPMALUMIO O COCTase /IEKapCTBEHHOro npenapara
(HaumeHoBaHMe [EMCTBYIOWErOo BelecTsa W Ero KO/JMYecTso,
nepeyeHb  BCNOMOTaTeNbHbIX  BEWECTB), HOMERP  CepuM
(BRNOuAIOWMIA MECAL, W rO4 NPOW3BOACTBA), A3TY WCTEYEeHMA
CpoKa rogHOCTH (FOAEH [0: MECAL U rOA), YCAOBMA XpPaHeHws,
cnocof npumeHeHua: «[NA npuema BHYTPb», YCNOBWURA OTMYCKa,
Homep PerucTPaLMoKHOro YAOCTOBEREHUS, noroTun
npoussoguTens, ¢apm-kog, WTPWMXOBOW  KOA, [ASYMEPHbIN
WTPUXOBOM KOZ C MOAHOM WMAKM YACTM4HOM paclumdpoBKOM
MHGOPMaUMKY, COAEPXALEcs B ABYMEPHOM WTPMXOBOM KOAe
v Bes Hero, «CMOTPM MHCTPYKUMIO N0 MEAMLMHCKOMY
NPUMEHEHUIO (AMCTOK-BKABABIW)Y, «HEe NPUMEHATE NO UCTEYEHUM
CPOKa rOAHOCTMY, «XPaHUTb B HEAOCTYNMHOM AR AeTeil mecten.
[ononHutensHO Ha KapTOHHOW ynakoske (nayke) ay6awpyetca
TOProBOe HaWMEHOBAHME W [O03MPOBKA C  MCNO/AL30BaHKEM
wpudTa Bpaina.

TOProBOe HauMeHOBaHWe NeKapCTBEHHOTO npenapara (cosnaaaet

(BnucTepe) yKa3zaHo: TOproeoe
HavMeHOoBaHue NeKapcTBeHHOro
npenapara (cosnagaer c
MEMAYHAPOAHBIM HenaTeHTOBaHHbIM
HauMEHOBaHKEM), NeKapcTBeHHaR
bopma, [03MPOBK3, HABWMEHOBaHue
Aepwarens pPErvcTPauMoHHOro
YAOCTOBEPEHUA " HaUMeHOoBaHue
npou3soAuTeNs NeKapcTBeHHOro

npenapara, HOMEP Cepumn (BKAIOYAIOWMI
MECAL, W o4 NpPOM3BOACTBA), AaTta
MCTEYEHMA CPOKa roQHOCTH (Mecaly u

roa).
Ha xapToHHOW  ynakoske  (nauke)
yKasaHo:  TOProBoe  HaMmeHoBaHue

neKkapcTBeHHOro npenapara (cosnagaeTc
MEMOYHAPOAHBIM  HEMaTeHTOBAHHLIM

HaumeHoBaHuem), HauMeHoBaHue
aepatens PerucTPaLmoHHOro
YAOCTOBEpPEHMUA W HaWMEHOBaHWe
NpOM3BOAMTENR NEeKaPCTBEHHOTO
npenapata, aApec  NPOM3BOAWTENA
NeKapcTBEHHOro npenapata  (cTpaHa,

obnactb, ropoa), 3NeKTPOHHbLIA aapec M
CaWT NPOM3BOAMTENA, aApeC AepwaTens
PerucTpayMoHHOIo YAOCTOBEPeHUA
(cTpana), NeKapcTseHHan dopma,
[o3vposKka, Konuuecteo Tabnetok 8
ynaxkosxke, uHbOpmauua O cocTase
NeKapCcTBEHHOrO npenapara
(HaumeHoBaHwWe AeicTByOwWero
8elecTsa M ero KoAW4ecTso, nepeyeHb
BCMIOMOraTeNbHbIX  BELLECTB), HOMep
cepui  (BRAKHAIOWMA  MeCAL W rof
NpoOM3B0ACTBa), A3aTa MCTEYEHMA CPOKa
rogHocTM (rogeH po: mecay W rog),
ycnoBuA XpaHeHUA, cnocob
npumeHeHua: «JAA npuema BHYTPb»,
yCnosuma OTNYCKa, HOMEp
PErucTPaLMOHHOro YAOCTOBEPEHUA,
norotTun  npousBoguTens, dapm-koa,
WTPMXOBOI KOZ, ABYMEPHbIMA WTPUXOBOW
KOS, € YacTW4HOM  pacwudpoBroi
uHbOopMaLLUu, copepalencs B8
[BYMEPHOM LITPWMXOBOM Koae, «CmoTpu
MHCTPYKUMIO no MeAULMHCKOMY
npumeHeHuo (NWCTOK-BKAaAbIW)», «He
NMPUMEHATE MO WUCTEYEHUMM  CPOKa
rOAHOCTMY?, «XpaHWTe B HEAOCTYMHOM
ANR AeTeil mecTen,

JLONOAHUTENSHO Ha KAPTOHHOM YNaKoBKe
(nauke) npogybaupoBambl  TOProsoe
HaUMMEHOBaHWE M [03MPOBKa  C
ucnonb3osaHuem wpudTa bpains.

CpOK rogHoCTH

3ropa

ropex ao: 06/2028

XpaHeHue

Mpw TemnepaType He sbiwe 25 °C.

3aknoueHne: -Egg'gelc_r_aygr/ He cootseTcTeyeT TpeGosanuam /1M-Ne(000452)-(Pr-RU)-101221

(HeoBGxoaMmoe NoAHEePRHYTL)

7

HavanbHuK OKK:

QOdoomiacno; [Masnosa O.J1.

/KripuavHa N.®.

Crpannua: 2 u3 2
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CAPMAUEDTIMIRA

Jlnuensua JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Pazpemenue

Ha BBIITYCK CEPHHU JICKAPCTBEHHOTO MpernapaTta B pealn3alHio

30.447(04)

Ne 976501 13 I8 I r.

Haumenosanue npenapara

HM3ocopbuaa MoHoHMTpaT

MexIyHapONHOE HeMaTeHTOBAHHOE, MK [PYNIHPOBAHHOE,
HJTH XHMHYECKOe HaHMEHOBaHHE

H3ocop6uia MOHOHUTPAT

JlexapcTeeHHas Gopma

TabneTky ¢ NPONOKrHPOBAHHBIM BbICBOOOKAEHHEM, MOKPBITHIE
naexo4noi obonoykoi

Jo3uposka

40 mr

dopwma BbITycKa

TabneTku ¢ NPONIOHIHPOBAHHBIM BbICBOGONICHHEM, NOKPBITHIE
njaeHo4Hoit obonoukoit, 40Mr (koHTypHas suelikoBas ynakoeka)
30 x I (nauka kapToHHas)

Homep cepun 020725
Konuyectso 81039 ynakoBok
Jlara Hauana npou3BOACTBa 20.07.2025

Cpox rogrocTr / T'onex no

3 rona/ 06/2028

HOPMaTHEHaﬂ JOKYMEHTaUMa

JIT1-Ne(000452)-(PI'-RU)-101221

Ceprudrkar kauecTsa cepuu

9765 ot 13.08.2025

HanmenosaHue npoussoauTens

000 «O30H»

AJpec Npou3BOAUTENA (BCE CTALMM NPOU3BO/ACTRA, BKIIOYASA
BBINTYCKAMOLINI KOHTPOJIb Ka4ecTBa)

Camapckas 061, r.0. XKurynesck, r. JKXurynesck,
ya. I'napoctpoureneii, a. 6

PerucTpaunoHHoe yaocTOBEepeHHE

JIIT-Ne(000452)-(PT-RU)

[laTa rocynapcTBeHHOI perucTpaumu 10.12.2021
HanmeHoBaHue nepxaTens perucTpalHoOHHOro 000 «ATtonmy»
YAOCTOBEPEHHUSA

Paspewenne neficTBHTEALHO 10! 06/2028

KommenTapuu

TpuBenentas Bbiue HHGOPMALIMA HBIACTCH JOCTOBCPHON W TouHOH. Cepus NEKaPCTBEHHOro Npenapata NpOM3BCIeHa (BKMIOHAs YNaKoBKY
(MapKkHpOBKY) H KOHTPOJIL Ka4eCTBa) Ha NPOH3BOACTBECHHOMN MIIOILALKE B [IOJHOM COOTBETCTRMM ¢ TpefoBanuaMy JuueHsuy, [Tpasui HawexaueH
NPOU3BOJICTBCHHOH NMPAKTHKH, PErHCTPAIMOHHOIO JI0Che, 3alucH Mo NMPOU3BOICTRY, YNAKOBKE H KOHTPOJIO KAueCTBA MPOBEPEHLI, M YCTAHOR/ICHO

¥X cootsercTBHe TpeGonanusam [Tpapun HanncKalleH NPOHIBOACTBEHHON IPAKTHKH,

[TPOOYKIIMA PA3PEIEHA K PEAJIU3ALIMHA:

YIONHOMOYEHHOE NTULIO:

Wgﬂa

O Her

/7
ﬁ/ / Hedbenosa Anactacus Baneppesua/ | 0. 8. 2005 p,

Li{e]

ymmcs

Jlara

Crpanuua | u3 |
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RJOEVYH OU YDKAVD BYHIVYIAV:




