CTEP BD 3,&?ABQC}XFAHFHM
O mﬁcmﬁ mﬁm:mmu

Dﬁmemo ¢ nrpmmqsmron omcm-smom
"Atomn" (000 "Amn“}, Poccm

445351, Cauapcma o&n!,r }Kmymcx,
ya. I‘anommneﬁ a6

01.07.2014

Becepoumo

02.07.2019

MPOBAHHOM JIEKAPCTRENHOM Npenapare:
e Dnedopa®

Jnocmun

oSz







o
(9) 10866/53-21 r.Banawuxa, MMKpopainoH CanTbikoeka, HocoBUXMHCKOE Wocce, Bnaaerune 253, 1 atax, nomewenune N21 000

"Apxuw:(" )

( OZO N Mecto Haxoxaenns: 000 «030H», Poccun, 445351 Camapckas obn., r. Murynesck, ya. Necosras, 4. 11
= MecTa ocywecTenermr nuuenaupyemoi aesTensHocTn: 000 «Q30H», PoccuA, 445351 Camapckan 06, r. 0, Muryiesck, r. Hurynesce, yn.

CAPMAZERTMKA

TuapocTpouTened, 3aarue 6; Camapckas oba., r.o. Hurynesce, r. Kurynesck, yn. fuapocTpouTenei, saaume 6, cpoenwe 1:

Camapckas o6, r.0. XKUryAescK, r. MHUIYNEBCH, yA. [MApOCTpOUTENneRd, 3aaHKne 6 cTpoenue 2; Camapckan oba., 1.0, Murynesck, r.

Hurynesck, yn. MMapocTpoutenen, 3aanne 6A; Camapckan 06:.,

r.0. Xurynesck, r. "urynescx , yn. luapocTpouTenei, 3aanue 64, crpoenue 1;

Camapckan 061., r.0. Murynesck, r. Murynescx, yn. Mmapoctpouteneir, a. 2 Ten/daxc (84862) 3-41-09
Nugensna Munucrepcrsa NpombilNeHHOCTY ¥ Toproeau PO Ne 00072-A1C

CepTudurar ka4ecTsa cepvmn Ne 1770 oT 17.03.2020

®neboda®, rabnerkn 600 mr

Homep cepun

[ata nponssoacrea
Topew ao
Koauuecteo

AHaNW3 BBINONHEH NO HOPMATUBHOMY AOKYMEHTY

TORFOBOE HEMMEHOBANME NEAADCTREHHOD NPENABATA, ARKIPLTBRHHIA BOPMA, A0IHPOBKE

PerucTpauuonHoe yaoctoseperue /IN-002517

320220
02.02.2020
28.02.2023

11790 ynakoeok
NN-002517-190819

HaumeHoBaHue nokasaTens

Meron KOHTpOAsA

HopmaTUBHOE 3HaueHue

PesyneTat xoHTpOAs

Onucanme BuayaneHo OBanbHbie ABOAKOBEIMYKAbIE TaBNeTHM C
Osanbrbie BOAKOBLINYKNLIE TABAGTKM C DUCKOH, OT CEpOBaTO- PUCKOL, CEPOBATO- MEATOrO UBeTa,
KOPMYHEBOrO A0 CEPOBATO-KENTOro UBETa, [AONYCKAETCA | NPUCYTCTBYIOT BKpanaeHus Gonee CBETAOMO U
BKpanneHus 50!!85 CBETNOrMO U TEMHOID OTTeHKDSB. TEMHOTr0O OTTEHKOB.
NopnuxHocTs BIMX
Bpema yAEpHKMBaHMA OCHOBHOTO NWKE Ha XPOMETOrPaMme
| MCMIbITYEMOTD PacTsOpa AQMMKHO COOTBETCTBOBaTL BPEMEHM Coorsercreyer
YABPHUBAHWA OCHOBHOTO NMKa Ha XPamoTOrpamme pacTBopa
A CO agnocmuna..
PacnagaemocTs [opPep
He Bonee 15 mun. 06’ 00"
NocTopoxkMe npumecu BIMX
Mpumeck A (aueTousosaHunnon) — He Gonee 1,0 %. <1,0%
Mpumecs B (recnepuamn) — He Gonee 5,0 %. <5,0%
Npumecs C (m3opondonunn) - He Gonee 3,0 %. <3,0%
Mpumecs E (nuHapuK) — He 6onee 3,0 %. <3,0%
Mpumecs F (auocmeTtus) — He Bonee 3,0 %. <3,0%
Nioban apyran npumeck — He Bonee 1,0 %. He obHapyeHo
Cymma riobeix Apyrux npumeceit ¥ npumecu A — He Bonee <1,0%
1,0%.
Cymma Bcex npumecen — He Bonee 10,0 %. <10,0%
OaHopoaHOCTs A03MpoBaHus | [P P, cnocob 2, BECOBOW
AV<15,0% 1,2%
KonnyectsenHoe ' B3XX
onpegenexune Copepmanne CasHa:0:5 (avocmuna) B Tabnetke ROAKHO BbiTs 592 mr
0T 570 A0 630 mr, B NnepecyeTe Ka CpeaHIoD maccy rabneTku.
Mukpobuonoruyeckas
uncTOTa
Obulee uncno aspobHbix
Bantepmit B 1r; +e 6onee 1000 <10
O6uwee wucno rpubose 1r; He 6onee 100 <10
Escherichia colis 1r QTCYTCTBUE OTCYTCTBYET

Ynakoska

Mo 10 Tabnetok B KOHTYpHY:O AYEHKOBYK YNAKOBKY M3 NABHKK
NONUBUHUAXNOPUAHOM M BOALIM BNIOMUHMEBON NEYaTHOM
NBKUPOBAHHOM.

Mo 10, 20, 30, 40, 50, 60 wau 100 TabAeToK & BaHKM M3
NGAU3TUNEHTepedTaNaTa ANR NEKAPCTBEHHLIX CPEACTS WUAM
NoOAUNPCNUIEHOBLIS ans NEKBPCTBEHHbIX cpeacrs,
YHYNOPEHHbIE  KPbLIWKaMMU M3 NOAHM3ITHNEHa BblCOKOMO
AZBNEHMR ¢ KOHTPONEM NEpPBOTO BCKPLITUS WMAK KPbilUKaMM
NOAMNPONUAEHOBLIMK C CHCTEMOM «HEXaTh-NOBEPHYTE? UM
HPBILKIMK M3 NOAMITUNEBHE HWU3KOTO A3BNEHMA C KOHTPONEM
Nepsoro  scxpeiTHA. CBoBoAHOE NpoCTPaHCTBO B BaHke
33M0NHRAIOT BATON MEAUUMHCKON rUrPOCKONUYECKON,

Ha BasKy HaKNeMBaIOT STUKETKY CEMOKIEALLYHOCH.

OpnHy Barky unm 1, 2,3, 4,5, 6, 7, 8 9 um 10 KOHTYPHbIX
A4eMKOBLIX YNaKOBOK BMECTE ¢ UHCTPYKUMER NO NPUMEHEHUIO
NOMELEKT B KAPTOHHYID YN3KOBKY (Mauky) M3 KapToHa ana
noTpebuTensCKOM Taps!.

OonyckaeTca KOMNNeKTAUMA NO 2 MAm 3 K3PTOHHbLIE YNAKOBKK
{nauku) 8 rpynnosyio YNaKoBKy (TPAaHCNCPTHyK Tapy) u3
KBPTOHA ANA NOTPebUTENLCKON Tapei,

Mo 10 Tabnetox B KOHTYPHYIO SueikoByio
YN3KOBKY M3 NNEHKM MONMBUHUAXNOPHAHON
M donsrim aNOMUHNWEBOH ne4artHon
NAaKUPOBAHHOM.

3 KOHTYPHbIX AYEHKOBbLIX YNaKOBKM BMECTE ¢
WHCTPYKUMEH NO NPUMEHEHMIO NOMELLEeHb! B
KAPTOHHYI0 YNaKosKy (nayky).

Crpanuua: 1 ua2
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“Apxuigda”

Ha kouTypHoii AYEHKOBOM ynaxoske (6nuctepe) yKa3biBaT
Toprosoe HaumMeHoB8aHue NeKapcTeeHHoro
NPeaynpeanTensHo i M3pkupoekon «®y , MEXAYHBPOAHOR

Mapkiposxa

HENaTeHTOBaHHOR HaUMeHOBaHUe NIEKaPCTBRHHOrO

J | Mpenapara, NEKEPCTBEHHYI0 ¢Gpmy, AC3MpOoBKYy,
HaUMEHOBaHMe AepXarTens PericTpaumonHoro

HaMMeHOBaHKe npon3soguTens

] YAOCTOBEpEHMS M
/IBKEPCTBEHROMD Npenapata, womep cepun  (Braoyaowmi
Mecay v rop NPOUIBOACTBA), faTy UCTeueHMs CPOKa rogrocTu
(mecay u roa).
Ha atukertke 6anku YK33biBaOT
NleKapcTeerHorg npenapara (4 npeaynpegutensHom
M3pKkuposKon M MexpyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue NeKapcTeeHHOrD npenapara, NEKApCTBeHHY IO
dopmy, AO3UPOBKY, KoauuecTso Tabnetok 8 Banwe, tnocob
NPUMeHeHua:  «[lag Npuema  BryTpby», HaUMeHOBaHue
AepaTens PErMCTPaLMoKHOrD YAOCTOBEpEHMUs [
HauMeHOBaK e npoussoauTens NeKapcTeeHKoro npenapara,
forotun - npoussogutens, dapm-kog, HOMEp  cepuu
(BRNOYBOWME MeCRY u rog npoussoacTea), A3TY ucTeyeHun
Cpoxa rogHocTu (rogen RO: Mecau U rog).
Ha  kaptoxHom YNakoske (nauke) ykaswisawor Toprosoe
HaumeHoBarue NekapcrseHHoro npenapara c
npeaynpegurensHol Mapkuposkon «®» MeKayHapoaHoe
HENATeHTOBaHHOe HaUMEHOBaHIME NIeKaPCTReHHOrO
MPeNapara, MaumeHosaHMe Aepwarens PerucTpaumnorHoro
YAOCTOBEpEHMA n HauMeHOBaHue npou3BoAUTENA
/IeKapCTBeHHOrG npenapara, agpec npou3soguTens
NeKAPCTBRHHOrO NPenapata (cTpana, obnacts, ropoa),
SNEKTDOHHBIA  agpec u CanT Nponssoautens, agpec
AepsaTens PErUCTpauMoHHoro YAOCTOBeperms (cTpana),
/IEKAPCTBEHHY IO $opmy, AC3NMPOBKY, KONMYeCTBO Tabnetok 8
YN3KOBKE,  wHdopmaumc O cocrase NeKapcTseHHoro
i Npenapata (HaumexosaHue AedcTeyowero BellecTea u ero
KONMYeCTBo, nepevers 8CNOMOraTensHbIx BEWECTB), Homep
Cepuu  (BrNOYEIOLW M MecAal u rog npoussoncTea), aarty
(ronew no: MECAU u rog), yenosms
«ng  npuema BHYTDG»,
YL/I0BMA oTnycKa, Homep PerucTpaumorHoro YROCTOBEPEHUS,
noreTun npousscauTens, dapm-koa, WTPUXoBOW  Kop,
ABYMEPHbIA  WTpuxoBoi HOA € NOAHOR wak wacTuywois
pacwudposkon HHOOPMaLK, copepmauieics s ABYMEDHOM
WTpkxogom xkoge uny Ges Here, «CmoTtpu MHCTRYKUMIO no
NPUMEHEHUIO (nMCTOK-BKnaAbJUJ)», “He npumewats no
MCTEYEHMU CpoKa FOAHOCTU®, «XpaHuTe & HeADCTYNHoM Ans
AeTei mecTen,
Aononuutensro Ha M84Kax HaHOCHTCA dpasa «0AaHa Tabnetka
B CyThu" ("npw BapUKO3HOM paciwmperinm BEH)», M WpudTom
Bpaiinm yxazsisaercs TOProBoe HaumeHoBaHue Npenapara.
Ha kapTosnyio YNaKoeky (nauky) ¢ Konuyectsom tabretok s
Ynakoeke Ne 20 ACNONHUTENBHO HAHOCUTCA Haanucs «lng
NIBYeHMA oCTporo TeMOpPos», Hapnuce “oaHa TabneTtka s
CYTRU™ (*npu B3PHUKO3HOM pacwupenuu BEH]» MCKNIOYEHE,

Toproeoe HaMMEHOoBaHMUE

«®y

=
—
m
£
™
I
=
o
N
o ]
Q
x
W
o
b
o
Q
(2]
=
=

A

s
3am. avpextopa no Kavecrey < W

—_——

s /

/MbAH3MHa E A,

WXWHCKOE Wocce, Bnagexune 253, 1 3Tax, nomewerHune N21 000

r. Wurynesck, ya, Mecoywas, a. 11
Mecra OCywecTBaeHKy MMUBHINDYEMON feATenbHocTs: 000 «030Hy, Poccus, 445351 Camapexan obn., r. o, Murynescx, r. Kuryneeck, yA,

KOHTYDHOU  auelikogol yNakosexe
{Eaucrepe) YKa3aHo: TOprosoe
HBHMEHOBaHHE )'IEKBDCTBEHHO!’O npenapara
€ npegynpegutenskoii MapKUpoBKol «®y y
MexayHapoakoe HeNaTeHTOBaKHoe
HaUMeHOBaHKE NexapcTBenHoro npenapara,

NeKapcTaenHas dopma, A03MPOBKa,
HBHMEHOBSHME Aepxwarens
PerucTpaynornoro YAOCTOBEpeHMUA ]
HEMMEHOBBHHE I'IpOVBBUpMTE.ﬂﬂ

NexapcreexHorg Penapara, Homep cepum
(al-mrouaroumﬁ MECsAL U rog nNpowssoncrea),
A3Ta WCTeyeHMA cpoka FOAHOCTY (mecauy n
roa).

Ha kaprowHoi YNakoBke (nauxe) ykasawg:
Toprosoe HaVMeHOoBaHKe NeKapcTeeHHoro
npenapara c npeaynpeautensHok
MapKApoBKOM  «®y MeXayHapogHoe
HenaTerToBsaHHoe HaMMEHOBaHMe
NeXAPCTBEHHOrO npenapara, HaUMeHOBaHMe
AepwaTtens PEervcTpaumoHHorg
YAOCTOBepeHus n HarmeHoBaHue
NPoU3BOAUTENR NexapcTBeHHOrO npenaparta,
a84pec  npomssoauTens NeKapPCTBEHHOrO
npenapata  (crpawa, obnacrp, ropoa),
SNEKTPOHHLIA 3apec u caiit npouzsoaurens,
aApec  pepwatens PerucTpaumonHoro
YAocToBepenns  (cTpaka), NeKapcTBeHHas
popma, AOIMPOBKaA, KONMYeCTBO TabneTok s
YNakoske, nHbopmayma o cocTase
/IBKapcTaeHHoro npenapara (HaumeHoBaHKe

NepeyeHL  scnomoratensHpix Bewecrs),
HOMEp cepuu {BRrAOUaOW M MECAU W rog

NPOM3BOACTBA), pata  wcTewemus cpoka
rOAHOCTH (ropeH go: Mmecay 1 roa), ycaosus
XpaHeHus, cnocob NPUMeHerus:  «flnn

Npuema 8HyTpL», yenosus OTNycKa, Homep
pericTpauymonHoro YAQCTOBEDEKMA, noroTun
npoussoguTens, $apm-Kon, WTpHxoBO Koa,
ABYMEPHBIA  WTpuxosod KOO € Y4acTuyHOM
Pacwupposkom MHGOPMaLnK,
CoAepKawencs & ABYMEDHOM WTPMXOBOM
Koge, «CMoTpM UHCTPYKUMIO no
NPUMEHEHM IO (nncrox-amagblu.a}», «He
NPUMEHATL MO UCTEYEeHMUM CPOKa rogHoCTUY,
“«XpaHuTh B HEAOCTYNHOM ana gereii mecten.
HononkurensHo Ha nauxax HaHeceHa ¢pasa
“OAHa Tabnerka s CyTk"("npu BapukosHom
Pacwuperunn seH)n, u WpudTom Epating
yKasaHo TOproBoe HaumeHoBaHue
npenapara.
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