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Mecro Haxomaenua: 000 «O30H», Poceusn, 445351 Camapckan 06a., r. Murynescx
Mecra ocywecranenuns AMueH3Npyemoii aeatensHocTi: 000 «O30Ha, Poceun, 445351 Camapckan o, r. o. Hurynesck, r. Hurynesck, yn.
wapoctpouTenei, a. 6; ven. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

, yn. Necowkas, a. 11

NnueHsns Munucrepcrsa NpombIneHHOCTH 1 Toprosnu P® Ne 00072-/1C

DAPMALEBTMKA
Ceptudukat kayecrsa cepun Ne 8530 ot 31.08.2022
WBabpaguH, TabneTku, NOKpPbITbIE NNEHOYHOI 060n04Koit 5 mr
Toprosoe , NeKap $opma,
PerncrpauuonHoe yaocrosepeHue J1M-007986

Homep cepuu 010822

Jara Havana npoussoacTsa 05.08.2022

Konwnuecrso 31536 ynakosok

AHanu3 BbINOAHEH NO HOPMATMBHOMY JOKYMEHTY

/1N-007986-230322

HaumeHoBaHue nokazatens

Mertog koHTposs

HopmartusHoe 3HaueHue

PesynbTat KoHTpons

Onucanue

BusyanbHbiit

Kpyrnbie psoskosbinykabie Tabnetku c PMCKOM,
NOKpbITble  nAeHOMHOW oBonoukol oT ceeTno-
EATOTO A0 CBETNIO-MENTOr0 C KOPUYHeBATHIM
OTTeHkom useta. Ha nonepeuHom paspese
TabneTok sapo nouth Genoro uBeTa.

Kpyrabie gsoakosbinykable Tabnertky ¢
PMCKO#, NOKPbITbIE NAEHOYHOMN 060A0UKON
CBeTN0-}enToro userta. Ha nonepeyHom
paspese Tabaetok aapo noutu Genoro ugera.

MNoganHHoCTL

BIMX
BPema ypepmuBaHMA  OCHOBHOrO nMKa Ha
XpomatorpamMme MCMbITYEMOrO pacTsopa A0MKHO
COOTBETCTBOBATL BPEMeHM yAepusaHus
OCHOBHOMO  nuKa Ha  xpomatorpamme
CTaHAAPTHOTO pacTBopa.

Cootsercreyer

PactBopeHue

[® PD BIKX

He menee 75 % (Q) Ca7H3sN20s (vBabpaguna) ot
33AB/IHHOrO COflEPXHAHUA Yepes 45 MuH,

101 %

Pogcreenmbie npumeck

BIMX

EAnHMuHAn HeupeHTUOMLMPOBaHHan npumecs — He
Gonee 0,2 %;
Cymma npumeceii — e Gonee 2,0 %.

0,09 %
0,14 %

OAHOpPOAHOCTL A03K pOBaHuA

[® P, cnocob 1, BIMKX

AV<15 %

5,4 %

KonuuecteenHoe onpegenexue

BIXKX
074,50 80 5,50 Mr Cz7H36N;05 (vsabpaguna),
CHWTaA Ha CPeAHIOI0 Maccy TabaeTku.

4,93 mr

Mukpobronoruyeckas yuctora
Obwee yucno a3pobHbIx
MHWKpoOpraHusmos 8 1 r;
Obuwiee YnCo APOMHKEBbIX M
naecHesbIx rpubos 8 1 r;
Escherichia colis 1 r

[D PO, Kateropus 3 A.

He Gonee 1-10% KOE/ r/mn;

te 6onee 1-102KOE/ r/mn;
OTCyTCTBME.

MeHee 1101 KOE

meHee 1-101 KOE
oTCyTCTBYET

roA  npowssogcrea),
roaHocTi (mecay u rop).
Ha KkaproHHoi ynakoske (nauke) ykaswigaior

A3TYy  UCTEYEHWA Ccpoka

Ynakoeka Mo 10, 14, 30 Tabnetok B KOHTYpHyio Aveiikosyto | Mo 14 tabnerok B KOHTYpHOW AYeiiKosoM
YN3aKoBKY M3 naeHKM NONMBUHUAXNOPUAHOH M | YNaKOBKe M3 naeHKM NOAMBUHWAXNOPUAHOM
onbru aniomuHMeBoi nevatHol NaKUPOBaHHOM. M donbru  anomMuHKesoil neyaTHowm
1,23 4ums KOHTYPHBIX AYeiKOBbIX YNaKkoBOK NaKUPOBaHHOM.

BMECTE C MHCTPYKUMel no MEAVUMHCKOMY | 4 KOHTYpHbIE AYeliKoBbLIe YNaKkoBKW BMecTe ¢

MPHMEHEHMIO NOMEWAKT B KapTOHHYIO YNaKOBKY | WHCTPYKUMedH no MeZMUUHCKOMY

(nauky). NPUMEHEHWIO nOMelueHbl & KapTOHHYIO
ynakoeky (nauky).

Mapkuposka Ha KoHTypHo# sauelikosoil ynakoske (6aucrepe) | Ha KOHTYPHO#  Avelikosoii  ynakoske
YKa3biBaoT Toproeoe HaumeHosaHue | (6auctepe) YKasaHo: Toprosoe
/IeKapcTBeHHOro  npenapata (cosnagaer ¢ | HaumeHosaHue fleKapcTeeHHOro npenapara
MeXAyHapoaHbIM HENaTeHTOBaHHbIM | (cosnagaert c MEXAYHaPOaHbIM
HanmeHosaHuem),  nexapcTeeHHyio popmy, | HenaTeHTOBaHHLIM HanmeHoBaHWem),
BR0O31pOBKY, HaUMEHOBaHue AepaTtens | nekapcrseHHan dopma, AO3UPOBKa,
PermcTpaunoHHoro yAOCTOBEpeHuA M | HAUMEHOBaHMe AepxaTtena
HaumeHoBaHWe npoussogMTens nexapcTeeHHoro PerucTpaumoHHoro yAocTosepeHus "
Npenapara, Homep cepuu (BKAIOY3IOWWLMI] MeCAL U | HaumeHoBaHMe npoussoguTens

/IBKAPCTBEHHOTO npenapara, HoMep cepuu
(BrMOvaIOWMIT Mecaly u rof npovssoacTsa),
A3Ta WCTeYEHMA CPOKa rogHOCTW (Mecay w

Toprosoe HauMeHoBaHue NexapcreeHHoro | rop).

npenapata (cosnagaer ¢ ME&KAYHAPOAHLIM | Ha KapToHHOI ynakoske (nayke) ykasawo:
HeNaTeHTOBaHHbIM HaumeHoBaHuem), | Toprosoe HaumeHoBaHKe NeKapCTBEHHOrO
HaumeHoBaHWe paepwatens PErucTpauuoHHoro | npenapara (coBnagaer ¢ MEXAYHaPOoAHbIM

Odopmneno: MIDKCHEP 110 cepTH(HKamym Mapsuna 1B,
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c OZ ON MapoctpouTeneii, a. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

DAPM,

Mecto Haxowaenna: 000 «O30H», Poceun, 445351 Camapcekan 06., r. *urynesck, ya. Necoywas, 4. 11
MecTa ocywecTeneHus nuueH3upyemoii geatensioctu: 000 «O30H», Poccua, 445351 Camapckas oba., T. 0. Hurynesck, r. JMurynesck, ya.

NuueHsua Munncrepcraa MpombllwAeHHOCTH 1 Toprosan PO Ne 00072-11C

PerMCTPaUMOHHOrO  yAOCTOBEpeHWs  (cTpawa),
NleKapcTBeHHYIO GOpMY, [03WPOBKY, KOAMYECTBO
Tabnetok B ynakoske, WHPOpPMauMIO O cOCTase
/IeKapCTBEHHOrO  npenapata  (HaumeHoBaHuWe
AEWCTBYIOWEro BELeCTBa W ero  KOAMYECTBo,
nepeyeHb BCMOMOTaTe/IbHLIX BEIWECTB), Homep
cepuu (BKAIOMaIOWMIA MECAL, U rof NPOM3BOACTBaE),
AaTy MCTEYEHWA CPOKa FOAHOCTY (roAeH Ao: mecsaly
U rOA), YCNOBWA XPaHEHWA, CNOCO6 NPUMEHEHMSA:
«[lnA nNpuema BHYTPL», YCNOBMA OTNyCKa, HOMep
PErucTpauMOHHOIO  YAOCTOBEPEHWA,  NOrOTMA
npoussoauTens, ¢apm-KoA, UTPUXOBOW Kog,
ABYMEDHbIA WTPMXOBOM KOA € NONHOM WM
YaCTUYHOM pacwudpoBKoH uHbOpMaLmK,
COAEpHalleiica B ABYMEPHOM LITPUXOBOM KOAe
unm  Ges Hero, «CMOTPM MHCTPYKUMIO no
MEULIMHCKOMY NPUMEHEHMIO», «He npUMeHATb
N0 WCTEY4EHMW CPOKa rOAHOCTMY, «XpaHuTL B
HEefOCTYNHOM ANA AeTeid MecTey,

DAononHWTeNbHO Ha KapTOHHOM ynakoske (nauke)
Aybnupyetcs  Toprosoe  HaumeHOBaHMe M
£A03MPOBKa C MCNONb3OBaHMEM WpudTa Bpaiins.

it YAOCTOBEPEHUA M HaMMEHOBAHWE NPOM3BOAUTENA | HENaTeHTOBaHHbLIM HaumeHoBaHWem),
NIEKaPCTBEHHOrO npenapara, aapec | HaMMeHoBaHWe Aeprarens
NPOM3BOAWTENA  NIEKAPCTBEHHOTO  Mpenapata | PerucTpaLMOHHOTO  YAOCTOBEPEHWA M
(cTpana, oBnacts, ropoa), 3neKTpoHHbLIA aapec M | HaumeHoBaHue npousBsoauTena
CBiT  npom3eoAvTeNs,  aApec  AepwaTens | NEKapCTBEHHOrO npenaparta, aapec

Npon3BoAUTE/IA /IeKAPCTBEHHOrO npenaparta
(ctpana, obnactb, ropog), 3NEKTPOHHBIN
ajapec M caiiT npoussoauTens, aapec
fOepartens PerucTpaLMoHHoro
yAoctoBepenna (cTpaHa), slekapcTBeHHas
dopma, fo3npoeKa, KoauvecTeo TabneTok B
ynakoske,  uHbopmaums 0  cocrase
NIeKapCTBEHHOrO npenaparta (HaumeHoBaHWe
AEeACTBYIOWEro BEILECTBA U €rD KOWYECTso,
nepeyeHb  BCMOMOraTesibHLIX  BEWECTB),
HOMEp cepun (BK/IOYalOWMI Mecay M rog
NPOM3BOACTBA), faTa MWCTeUeHMs CPOKa
TOAHOCTH (FOAH AO: MECAL, M ro4), YCA0BMA
XpaHeHus, cnoco6 npumeHeHua: «fns
npuema BHYTPbY», YCNOBMA OTMYCKa, HOMep
PerMcTpauMoHHOro YAOCTOBEPEHUA, NOroTHN
Npon3BoAuUTeNs, Gapm-Kog, WTPUXOBOM KOA,
ABYMEDHbIH IUTPMXOBOH KOA C YaCTMYHOL
pacwndpoBKoi nHbopmaumu,
COAEPIKAILEHCA B [BYMEPHOM IITPUXOBOM
Kopge, «CmoTpu WHCTPYKUMIO no
MeAUUMHCKOMY NPUMEHEHUION, «He
NPUMEHATL MO MCTEYEHMM CPOKa rOAHOCTHY,
«XpaHWTb B HEAOCTYNHOM ANA OETEl MecTes.
[lononHuTenbHO Ha KapTOHHOM YnaKoBKe
(nauke) npoay6anposabi TOprosoe
HaumeHoBaHMe 7 A03MpoBKa c
“cnonb3osaHuem wpudTa bpaiina.

XpaHeHue

Mpu Temnepatype He Bbilwe 25 °C B KAPTOHHOM YNAKOBKE (nauke).

Cpok rogHocTm

| ronew no: 07/2025

3 roga
3aknoueHue: cooTBeTcTByeT/He cOOTBETCTBYET TpeboBaHMAM JIN-007986-230322
(Heobxoammoe noasepkHyTs)
HavanbHuk OOK: Llcecs /Mnbuyesa E.B.

Odopaieno: umwkeHep no cepTrdHkaumm Mapsuta H.B.

DHTPDAR KaWecTsa #

Crpanmma: 2 3 2




Jlunensus Ne 00072-JIC
o o Ne GMP/EAEU/RU/00098-2021
o OZON Pazpemenue
SAPMALEBTUKA Ha BBIITyCK CePHH JIEKapCTBEHHOTO Npeliapara B pealH3altio
(BBOJ B rpakaHCKHMiA o6opoT) 3D.447(03)

Ne85300r 13 10. 02

Haumenopasme npenapara

HUpabpanun

Mexc.nyﬂaponnoe HETIATEHTOBAHHOE, HIIH IPYNIIHPOBOYHOE,
WIH XHMHYECKOe HaHMEeHOBaHHEe

HBabpanuu

JlexapcTBenHas hopma

TabNeTKH, MOKPHITHIE ILIEHOYHOM 060I09KOM

Hozupoeka Swmr

dopma BeImycKa TabNeTKy, MOKpHITHIE IICHOYHO 000049KOi, 5 MT
(koHTypHas sueiikoBas ynakoka) 14 x 4 (magka KapToHHaN)

Homep cepun 010822

Kommyectno 31536 ynakoBok

Hara nagana npoussozncTea 05.08.2022

Cpox rogaoCTH / 0fieH 10 3 ropa/ 07/2025

HopmarnBras mokymenTamms JI1-007986-230322

Ceptuduxar kauectsa 8530 07 31.08.2022

HaumeroBanue npoussourens 000 «O308»

Anpec npom3BouTeNs (BCe cTaquy [POH3BOJICTBA, BKIIOYAs
BBIITYCKAIOIIHiT KOHTPOJIh Ka4ecTBa)

Camapckas o611, r.0. JKurynesck, r. Kurynesck,
yi1. I'uapocTponTeneii, 1. 6

Peructpammonnoe YIOCTOBepeHHE JIT1-007986
Hata rocynapcTeeHHOIM PerucTpauHu 23.03.2022r
HaumenoBanue nepskarens PETHCTPALHOHHOTO yHocToBeperusa| 000 «ATomwm
Paspemenne neiicteuTensHo no 07/2025

KommenTapun

Ipusenennas Boime HH(OpMAIHs ABIAETCH JA0CTOBEPHOM M TOYHOH. Ceprst NekapcTBEHHOTO lipcnapara npousBejeHa (BKMOYas YIaKoBKy
(MapxupoBky) n komTpONE Ka4eCTBA) HA NPOM3BOACTBEHHON IUIOMANKE B [OTHOM COOTBETCTBHH ¢ TpeGoBanmaMu nuueH3uM, Ilpasmn

HaLexameli NPON3BOACTBEHHON NPAKTHKH, PErHCTPANMOHHOIO A0CKHE.

3anucu no NpOH3BOACTBY, YNAKOBKE W KOHTPOJ/IIO Ka4deCcTBa TIIPOBEPCHEI, H

YCTAHOBJICHO WX COOTBETCTBHE TpeGoBanusM [Ipasun naxnesxameii [POH3BOACTBEHHOMH IIPAKTHKH.

ré

KBBOZY B I'PAXXTAHCKWI OBOPOT PA3PEIIIEHO: # la o Her

VYronsoMmouerHoe

/Munakos Oner Dayapnoruy/ 13, 10. 2022 I.

/ NomHCE ®HO

JHara
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P
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PEAEPAABHAA CAVXEBA 110 HAA30PY

«CBefeHMA 0 BBOJE B rpaxaHCKui odopoT B Poccuiickoin degepauum
JIEKAPCTBEHHbBIX CPEACTB MO COCTOAHMIO Ha 14.12.2022 11:20»

Hara Buecenus B Topro Ipouspoaurens H Opramuaps, Homep Homep, nara
AHC Oprosoe (BBITYCKAKOLHHA Crpana Caegennst 0 cTagHaxX NpoH3BoACTBA ORAIIIE AR PREIYETHRIAR B CepHH, paspemenus
Pocanpaenamopa HAHMeHOBaHHe Mo JIOKYMEHTalHs IPaXKIAHCKHIA mapTam wa BT
obopoTt
O6mecTBO ¢ OrpaHHYEHHOM
3 — OTBeTCTBEHHOCTBIO "O30n" (000
raGIE K "Oson"), Poccus (Tpoussoautesns
:oxnz._,v_m ObuecTso ¢ (rotogoit JI®)); ObmecTtso ¢
= 5 OrPAHHYEHHOMH OTBETCTBEHHOCTBIO
TUIEHOYHOH OrpaHHYEHHOM "O30K" (000 "030K"), Poccus
13.10.2022 obonoukoit 5 mr 14 OTBETCTBEHHOCTBIO Poccus (¥ nakouK/dhacos :.: - JITI-007986-230322 000 "O3on" 010822 -
IIT., YIAKOBKH "O30n" (000 YIRKGEKY)): OmEan.“c c PRIY,
”“MMMNNHM ), it OFPAHWUYEHHOMN OTBETCTBEHHOCTHIO
MAYKY KapTOHHHE/ ~ "Ozon" (00O "O308"), Poccus
(VnakoBmmk/(pacosumx
(BTOpHUHAS/TPETHYHAS YHIAKOBKA))
OGuecTBo ¢ orpaHuyeHHO#
3 T — oTBeTcTReHHOCTHIO "O30n" (000
g "Ogon"), Poccus (TTpoussomurens
mo_ﬁv:zm ObmecTso ¢ (rotosoit JI®)); ObwecTso ¢
OTpaHUYEHHOMH OTBETCTBEHHOCTHIO
[JIEHOYHOM OrpaHHYeHHOM "Osox” (00O "Os0k”), Poceis
13.10.2022 00on0uKoi 7.5 Mr OTBETCTBEHHOCTHIO Poccus (it %poowE:.x E— JIIT-007986-230322 000 "O30n" 010822 -
14 wr., ynakosku "Os0n" (OO0 i p Y
AYCHKOBbIE "Ozon™) YU2KOBKY)); n.umEmnqmo ¢
. quux_.&_amm:o:wﬂwm._.m«wo::oﬁzo
NAUKH KapTOHMbie/ ~ Oson” (OO0 "Oson"), Poccust
(¥Ynakosumx/dacosumx
(BTOpHUYHAS/ Tpe THYHAS YIIAKOBKA))
31.08.2022 Heabpagun Kanon; 3akphiToe Poccus 3aKpriToe aKUMOHepHOE 06mecTBO JITT-004961-270718; 3A0 010822 -
TabneTkH, AKLHOHEpHOE "Kanondapma npopaxmu” (3A0 Ham. Nel "Kanondapma
[IOKPBITHIE oblecTso "Kanoudapma npogakmm"), Poccus JII-004961-270718; npojakiy”
MJIEHOYHOM "Kanoncapma (Ipouseogmrens (roTosoii Jd)); Ham. Ne2 k




