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Mecro Haxomaenus: 000 «O30H», Poccun, 445351 Camapckasn 06n., r. urynesck, ya. Necouuan, a. 11
Mecra ocyuecTeneun nuLEH3UpYeMoii AesTensHocTH: 000 «030H», Poccua, 445351 Camapckan 064, T. 0. Muryaesck, r. urynesck, ya.
TwapocTpoutene, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

Juyensna Munuctepcrsa NpomeiwnesHocTv 1 Toprosan PO Ne 00072-NC

Ceptudmkar Kayectsa cepum Ne 9823 ot 14.10.2022

Humecynug, Tabnetkm 100 mr

TOproBoe HaumeHoBaHWe NeKapCTBEHHOrO Npenapara, eKkapcTéeHHan Gopma, A03uposka
; PeructpaumonHoe ygoctosepenue JN-002128

Homep cepuun
Lara Havyana npon3BoacTsa
Konwnyecrso

AHaNN3 BbINONHEH NO HOPMATUBHOMY AOKYMEHTY

100922
26.09.2022

53952 ynakoBokK

J1N-002128-170122

HaumeHoeaHKe nokasatena

Mertoa KoHTpOAA
HopmaTuBHOE 3HayeHue

PesynbTtat KOHTpONA

Onucanue BuayanbHbiiA
Kpyrable  ABOAKOBbINyKNble TabneTku  ceeTno- Kpyrabie 4BOAKOBbLINYK/bIE TaBAETKM
MENTOrO UBETa, AONYCKAETCA Hanuuue BKpanneHui CBETN0-MENTOro UBeTa, Haimuue
HENTOro Usera. BKPaNAeHWUI }EeNTOro LBeTa.
NoANMHHOCTL Y®-cnektpodoTomepus
Ynetpaduonetossie CNeKTPbI NOrNOWEeHUA ‘
MCMBITYEMOro PacTsopa U pacTeopa CTaHAapTHOro CooTeeTcreyer
obpa3uya (CO) Humecyanpa B obnactu or 242 ao 450
HM [I0/KHBI UMETb MBKCUMYMBI U MUHUMYMbI NpU
OfHWX M TeX e ANWHAX BOAH (£ 2 Hm).
PactsopeHue [® P® Yd-cnekrpodoTtomepus
He menee 75 % (Q) Ci3H12N20sS (Humecynuaa) yepes 92%
45 MWUH OT 33AB/IEHHOIO COAEPXKAHUA.
PopcTeeHHbie Nnpumecy BIMX
EAMHUYHEA Npumect — He Bonee 0,2 %, He 06HapymeHo

Cymma npumeceii — He 6onee 1,0 %.

He o6HapyeHo

Mukpobuonoruyeckas yucrora
O6uwiee uncno aspobHbix
MUKPOOpraHusmoe s 1r;
Ob6uiee 4MCNO APOMHIKEBLIX U
naecHesbIX rpubos B 1r;
Escherichiacolis 1r.

[® PP, KaTeropusa 3 A

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

He 6onee 1 - 102 KOE / r/mn;
otcytcreyer 8 1 r/mn.

Menee 1 - 10 KOE

MeHee 1 - 10 KOE
Orcyrcrayer

OAHOPOAHOCTL [03UPOBAHUA

[® P, cnocob 2

' AV<15,0%.

1,7%

KonuyecteeHHoe onpegenexue

Y®-cnektpodotomeTpus

Copepmanue Cy3H12N20sS (HUMecyauaa) B TabaeTre
B0MKHO BbiTh 0T 92,5 Ao 107,5 mr, B nepecyeTe Ha
CpeAHIo maccy Tabnetku.

97,9 mr

Ynakoeka Mo 10, 20, 30 TabneTok B KOHTYPHyio Aveiikosyio | Mo 10 TabneTok B KOHTYpPHYIO AYENKOBYIO
YN3KOBKY W3 MJEHKW NOAMBUHUNXNOPUIHOM, AKBO | ynakosky us NAEHKM
MNEHKK NOAIMBUHWXIOPHOHOM " donbru
NONMBUHKUAXNOPUAHOH/NOMBUHUNMABHXNOPUAHON | BAIOMMHWEBOM NEYaTHOM NaKMPOBAHHOIA.

1 GONLIK ANIOMUHMEBOH NEYATHON NAKUPOBAHHOM, 2 KOHTYpPHbIE A4elKOBbIE YNakoBKW BMecTe
Wnm no 10, 20, 30 Tab/1eTOK B KOHTYPHYIO SHEiKOBYIO | C  WMHCTPYKUMEH no  MeaWUMHCKOMY
YNaKkoBKy M3 maTepuana KOMOMHMPOBAHHOrO Ha | NPUMEHEHWIO (nucrok-srnagpiw)
ocHoBe  ¢OAbIM  (TPEXCNOWHBIA  MaTepuan, | MOMELLeHs! B KAPTOHHYIO YNaKoBKy (nauKy).
BKMIOYAIOWMIA  aNIOMUHUEBYIO GOALRY, NAEHKY U3

OPUEHTMPOBAHHOID noAuamuaa,

NONUBUHUAXNOPUAHYIO NAeHKy) 7] donbrm

ANIOMUHUEBOM NEYATHOM NAKMPOBaHHOM.

1,2, 3, 4,5 6, 8 unn 10 KOHTYPHbIX AYEHKOBbIX

YNaKoBOK BMECTE C MHCTPYKLUMEH NO MeAMLIMHCKOMY

NPUMEHEHWIO  (NMCTOK-BKNAAbIW) nOomewaoT B8

KapTOHHYIO YNaKoBKy (nayky).

MapKkupoBka Ha koHTypHOW sAueitkoBoil ynakoske (6auctepe) | Ha  koWTypHOW  sueiikoBoilt  ynakoexe
YKasbiBaloT TOprosoe HaumeHoBaHue | (Bauctepe) yKasaHo: TOprosoe
/lekapcTeeHHOro  npenapata  (coBnmagaeTr € | HaumeHoBaHWe /IeKapCTBEHHOTO
MEMAYHapOAHbIM HenaTeHTOoBaHHLIM | Mpenaparta (CoBnagaer ¢ MeMayHapoAHbLIM
HaMMEHOBaHKEM), JleKapCTBeHHYI0 dopmy, | HenaTeHTOBaHHbIM HaumeHOoBaH1eMm),
[O3MPOBKY, HauMEHOBaHUe Aepiatens | nexkapcreeHHas  dopma,  [403MPOBKa,
pervcTpauMoHHOro yAocTOBEpPEeHUA M | HaUMEHOBaHWe Aepwarens
HaWMEHOBaHWEe nNpPOM3BOAMTENR NIEKAPCTBEHHOTO | PErUCTPALMOHHONO  YAOCTOBEPEHMA W
npenapara, HOMep cepun (BKAKOYAIOWMIA Mecal, U | HaumeHoBaHUe npousBoAUTENS

OdopmneHo: Crasp AB.

Croanuua: 1 w3 2
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CAPMALEBTIKA

Mecto Haxowaenna: 000 «O3oH», Poccus, 445351 Camapckan o6a., r. Jurynesck, ya. Necounas, 4. 11
MecTa ocywecTBaeHm1a AMLeH3Iupyemoii geaTenbHoctu: 000 «O30H», Poccus, 445351 Camapckan oba., r., 0. Hurynesck, r. Xurynesck, ya.
TwapoctpouTenei, A. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

Nuiuensua MunucTepcTsa MpombilneHHOCTH 1 Toproaan PO Ne 00072-A1C

oA, NpoM3BOACTBA), A3TY MCTEYEHMA CPOKA FOAHOCTH
(mecay 1 rog).

Ha KaproHHOi ynakoske (nauke) ykaswiBaloT
Toprosoe HaumeHoBaHue NeKapCcTBEHHOO
npenapata  (coBnagaetr € MeXAyHapoAHbIM
HenaTeHTOBaHHbIM HauMeHOBaHWeM),
HaUMEHOBaHWe  AepaTens  PerucTpauMoHHOro

YAOCTOBEPEHWA W HaUMEHOBaHWE NPOM3BOAWTENA
NeKapcTBeHHOrO npenapara, afpec NpoM3BOAUTENA
NekapcteeHHoro npenapata (ana 000 «O3oH»)
(cTpaHa, oBnacTb, ropog), 3NeKTPOHHbIA agpec u
caliT  npou3BOAWTENA, A3APEC  NPOM3BOAUTENA
nekapcrseHHoro npenapata (gas 000  «Osol
®apm») (cTpaHa, obnacts, ropoackod  OKpyr),
3NEKTPOHHbIA 3Apec U CalT NPOM3BOAWTENs, afpec
[EPKATENA  PErUCTPALMOHHOIO  yAO0CTOBEpEHMA
(ctpaHa), nexapctBeHnyio  dopmy, A03MPOBKY,
KoAW4ecTso TabneTok B ynakoBKe, MHGOPMaLMIO O
coctase NIEKapCTBEHHOIo nperapata
(HaMmeHoBaHMe [eWCTBYIOWErO BewecTsa WM ero
KONWM4ECTBO, NepeyeHb BCOMOraTeNbHbIX BEUECTS),
HOMep cepun (BKIIOHAOWMIA = mecsay W rog
Npou3B0ACTBa), ATy WCTEYEHWA CPOKa rOAHOCTH
(rogeH no: mecau v roa), YCNOBKA XpaHeHus, cnocob
npumeHeHua: «[ns nNpuMema BHYTPb», YCAOBMA
OTNYCKa, HOMEp PEerucTPaLMOHHOrO YA0CTOBEPEHHA,
norotun  npowssogutens, $apm-Kod, WTPUXOBOM
KOQ, ABYMEPHbLIA LWTPUXOBOW KOA C NOAHONH MAM
YacTUYHOM pacwudposKoi UHPOpMaLWK,
copepalienca B ABYMEPHOM LITPUXOBOM KOAE MAM
6e3 Hero, «CMOTPM MHCTPYKUMIO N0 MEAUUMHCKOMY
NPUMEHEHWIO (NMCTOK-BKAAABIW)», «He NpUMeHATb
N0 MCTEUEHWM CPOKa TOAHOCTMY, «XpaHWTb B
HeAOCTYNHOM N5 AETel MecTen.

[OononHMTENbHO Ha KapTOHHOW ynakoBke (nauxe)
AybnvpyeTca ToproBoe HAMMEHOBaHMe W A03MPOBKa
€ ¥CNoNbL3oBaHWeM wWpndTa Bpaina.

/IleKapcTBeHHOro npenapara, HOMep Cepum
(BRAKOYAOWMA mecay, 7] rog
NPpOM3BOACTBA), AaTa WCTEYEHWA CpoKa
roAHOCTH (Mecay U roa).

Ha KapToHHOW ynakoBKe (nauke) ykasaHo:
TOProBOe HaWMEHOBAaHME /NEeKapCTBEHHOro
npenapara (COBNajaeT ¢ MeMayHapoaHbim
HeNaTeHTOBaHHbIM HauMEeHOBaHUEM),
HaWMeHoBaHue Aeparens
PEriCcTPaLMOHHOTO  yAOCTOBEPEHMA W
HaumeHoBaHue npousBoAMTeNA
NeKapCTBEHHOro npenapara, agpec
npousBoguTens NeKapCcTBeHHOro
npenapata (ctpava, obnacte, ropoa),
3N1@KTPOHHbIN agpec " CanT
nNpon3BoAUTENS, agpec Aeparens
PErucTpaLMoOHHOIO YA0CTOBEpPEeHUA
(cTpana), NeKapcTeeHHas dopma,
AO3MPOBKa, KO/AM4ecTso Tabnetok B
ynakoske, wuHbOpMauus O cocTase
NeKapCcTBeHHOro npenaparta
(HaumeroBanMe geiicTeylowero Bewecrsa
" ero KONIMHECTBo, nepeyeHs
BCNOMOTaTe/IbHbIX BELWECTs), HOMEpP Cepun
(sKnrouaowmin Mecal, ] rog
NpoW3BOACTBa), AaTa WCTEYEHWA Ccpoka
rogHocTM (ropeH fno: mecay u  roa),
YCNOBMUA XpaHeHWA, Cnocob npuMeHeHWA:
«[nA npuema BHYTPb», YCAOBMA OTNYCKa,
HOMEpP pervcTPauMoHHOrO YAOCTOBEPEHUA,
NOroTMN  Npou3soauTens,  dapm-kop,
WTPUXOBOKH KOL, ABYMEPHBIA WTPUXOBOM
KOA €  4acTMyHOM  pacwudposKoit
MHOOpMaLK, cofepalienca 8
ABYMEPHOM LWITPMXOBOM Kope, «CmoTpu
MHCTPYKUMIO no MEeMLIMHCKOMY
NPUMEHEHWI0  (NUCTOK-BKAaZbIW)», «He
NPUMEHATL MO MCTEYEHMW  CpOKa
roAHOCTMY, «XpaHUTL B HEAOCTYNHOM AnA
Aeteit mecre».

LononHuTeNbHO Ha KAapTOHHON Ynakoske
(nauke)  npoay6amposanbi  Toprosoe
HaWMEHOBaHKe 7 [03MPOBKa c
MCNoAb3oBaHuem Wwpudra Bpainna.

CpoK roHoCTH

3 roga

logeH po: 08/2025

XpaHeHue Mpy TemnepaType He Bblwe 25 °C B KAPTOHHOM ynaKosKe (nauke).
3akno4eHue: cooTBETCTBYET/ He cooTeeTcTyeT TpebosaHuam /1M-002128-170122
(Heobxoaumoe noaYepKHyT)
-
HavanbHuk OKK /Kupununa 1.0,

Odopmaeno: Cxnap A.B.

Crpanuua: 2 u3 2




JInuenzus Ne 00072-JIC
GMP/EAEU/RU/00098-2021
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Paspemenne

DAPMALEBTUKA Ha BBIITYCK CEPUH JIEKAPCTBEHHOI'O NperiapaTa B peali3ali
(BBOA B rpakmaHCKHii 060poT) 30.447(03)
Ne9823or 1710, 207
HanmenoBanne npenapara Humecymun
Mexnyraponsoe HenatenToBanHoOe, wIH IPyNIHPOBaHHOE, Humecymun
HITH XHMHYECKOe HaHMEHOBaHKe
J'Iexapcmenaaa tdopma Tabnerxku
Hosnposka 100 mMr
®opma BeImycka Tabnerkn, 100 Mr (KOHTYpHas s9eiikoBas ymakoeka) 10 x 2
(nayka kapToHHAas)
Homep cepun 100922
Komuuecteo 53952 ynakosok
Harta navana npouseoacTea 26.09.2022
Cpoxk roxuocTu / Tozen mo 3 rona/ 08/2025
HopmaruBHas noxymeHTamms JI11-002128-170122
Ceprudukar kavecTsa 9823 ot 14.10.2022

Hanmenoanue npomssogurens

000 «O308»

AJlpec por3BoauTeNs (BCe CTamuy NPOU3BOACTEA, BKIIOYAs
BBITYCKAKO I KOHTPONIL Ka4ecTna)

Camapckas o6, T.0. XKurynesck, r. JKurynegck,
yi. Cuapoctpourenei, 1. 6

Peructpanronnoe YAOCTOBEpeHHE JI1-002128
Hlara rocynapcTseHHO# perucTpainu 05.07.2013 r
Haumenopanue aepxarens PErHCTPAIHOHHOrO yaoctoeperns| 000 «ATomny
Paspewenye neficTerTe5HO N0 08/2025

Kommentapun

Ilpusenennas Beine HEbOpMaHA ABNAETCH A0cTOBEPHON M TOUHOH. Cepus NEKapCTBEHHOIO MPENapaTa NPOMIBCACHA (BKIIOTaR YTIaKOBKY
(MapKHpOBKY) M KOHTPONS KaveCTBa) Ha NPOMIBONCTBEHHOMN IOMWALKE B TOITHOM COOTBETCTBHH C
TIPOH3BOACTBEHHOM NPAKTHKH, PETHCTPAIMOHHOTO A0Che. 3AMHCH 1o NPOH3BO/ICTBY,

HX COOTBETCTBHE TpeGoBanusM [Npasun HanTekameH POMIBOACTBEHHOH NPaKTHKH.

KBBOZY B I'PAXIIAHCKWI OBOPOT PA3PEIIIEHO

YnonHoMoueHHOE JIHIIO :

ﬂﬁ"z:

z.

o

o Her

110, b GUO

/Mbsu3una Eprenns AnatomseHa/ T.

TpeGosanuamu THueH3uH, [IpaBrn Haxexamen
YNakOBKE H KOHTPOJIIO KAYECTBA NPOBEPEHBI, H YCTAHOBICHO



bHAA CAYXBA TI0 HAAZOPY

«CBefleHnA o BBOAE B rpaxgaHckmii odopoT B Poccuinckoin Gepeparun
NeKapCTBEeHHbLIX CpencTB Mo COCToAHUI0 Ha 07.02.2023 18:18»

I BOOXPAHEHWA
laTa Buecenns B IpouseoauTens Unrsmnese; Homep Homep, nara
Toprosoe Caentenns 0 cragusx Hopmatusnas BBINYCTHBINAS B
AHC (BBIMYCKAIOMHA Crpana CepHH, paspenieHns Ha
HAHMEHOBAHHE MpOH3BOACTBA JIOKYMEHTAITHSA rPaKIAHCKHIA
Pocanpasnamzopa KOHTPOJIb) napriu HIIIT
obopor
Humecymmn; Tabnerku Obmectso ¢ o_.nﬁmﬂﬁwwha i
17.10.2022 100 mr 10 uwr., ynaxoski | orpaHmventof Poccus | oTBeTCTREHHOCTBIO JIT-002128-170122 | OOO "Ozon” 100922 .

AYEHKOBbIE KOHTYPHBIE OTBETCTBEHHOCTHIO

(2), nayku KapTOHHBIE/ ~

"Oson" (000 "O30n")

"Oson" (000 "O3ou"),
Poccus




