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DAPMALIEBTMKA

Mecto Haxomaenna: 000 «O30H», Poccua, 445351 Camapekas o6a., r. Murynesck, yn. Necouwas, a. 11
MecTa ocywecrsnenun NuueH3upyemoii geatensHoctu: 000 «Q30H», Poccua, 445351 Cama
TuapoctpouTeneii, A. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00

pckas obn., r. 0. Murynesck, r. Murynesck, ya.

Nlnuensua Munuctepersa MpoMBILIAEHHOCTH 1 Toprosau P& Ne 00072-/1C

Ceptudurar kauectsa cepum Ne 11545 ot 09.12.2021

PamoTuauH, TabNeTKU NOKPbLITbIE NAEHOYHOMN obonoukoii 20 mr

Homep cepuu
HaTta Havyana npon3ssoacTBa
Koawuecreo

AHanus BbINOAHeH No HOpMaTuBHoOMY AOKYMEHTY

p Hie © NPenapaTa, AeKapcTBEHHaR GOPMa, A0IUPOBKE

PerncrpaumnonHoe yaocroseperue /1IC-001456

241121
24.11.2021
88620 ynakosok

/1C-001456-291119, M3m. Nel

HaumeHoBaHue NOKasaTens

MeToa KoHTpons

HopmaTuBHOe 3HayeHue

Pesynbtar KoHTpons

Onucanue BuayancHo Kpyrnble AB0AKOBbINYKALIE Tabnetku,
Kpyrnsie . pBoskosbinyknbie Tabnetkm,  noKpbITbie NOKPbITLIE NAEHOYHOM 06ONOYKOM
NeHO4YHOH 060/104KOI MenToro usera. Ha nonepevyHom }entoro useta. Ha nonepeyHom
paspese BWAHbI ABa CAOA —~ AAPO WM NAEHOYHAS pa3pese BuAHbI ABa CNOA — AAPO M
obonoyka. nneHo4YHas 060n04Ka.
NognuHHoCTL Y& CnextpodoTomeTpus
Y®-CNeKTPpsI UCMBITYEMOTO  pacTeopa w pactsopa CO
bamotuanHa B8 o6nact oT 220 ao 320 Hm AONHKHbBI Cooteercrayer
MMETE MAKCUMYM NOT/IOWEHHMA NPU OAHWX M Tex e
ONMHAX BOAH (£ 2 HM).
TCX
MAaTHO Ha xpomatorpamme wcnbiryemoro pactsopa b no CooTsetcTayeT
NONOMEHWIO, WHTEHCUBHOCTU NOTNOWEHUA U BENUYUHE
AOMKHO COOTBETCTBOBATE NATHY Ha Xpomatorpamme
pPacTBopa cpaBHeHus A.
Pacreopexue [©PD, Y®-cnekrpodoTomerpus
He metee 70 % (Q) CsHisN;0,S, (bamoTuamnHa) yepes 30 94 %
MUH.
PogcreeHHble npumeck TCX
EanHU4Han npumect — He Bonee 0,3 %. <0,3%
CymmapHoe cogepmanne npumeceii — He Gonee 1,0 %. <1,0%
OpHopoaHoCTL AO3KMpPOBaHWA [® PD, cnocob 1,Yd-cne KTpodoTOoMeETpUS
AV<15,0% 9,2 %
KonuuecteeHHoe onpegenexue YO-cnexrpodoromerpus
07 18,5 00 21,5 mr CaHisN7 0,55 (damotuamna) s 19,4 mr
Tabnetke.
MuKpobuonoruyeckas YyncroTa [P PO, Kateropumsa 3A
*06wee 4rcno aspobHbix
MHWKPOOPraHM3moB B 1 r; He Gonee 1000 KOE; <10
*06wee Yncno aporoKessIx u
nnecHesbix rpwbos B 1r; He 6onee 100 KOE; <10
*Escherichiacolis 1r. OtcyrcTeme oTCyTCTBYET
Ynakoska Mo 10, 30 TabneTok 8 KOHTYPHYIO AYeNKOBYIO ynakosky | Mo 10 Tabnetok & KOHTYPHOM
U3 NNBHKM  NONMBUHUAXNOPUAHON ¥ onbry | sueiikosoii YNaKOBKE M3  MACHKM
ANIOMUHMEBOMW NEYATHON NaKMPOBAHHOM, NOMMBUHWAXNOPHAHOW W donbru
Mo 10, 20, 30, 40, 50, 60, 100, 120 waw 180 TabreTok s anoMUHWEBOM neYyaTHom
BaHKM U3 noamaTuaeHTepedTanata ANA NeKAPCTBEHHDLIX | NAaKUPOBaHHOM.
CPEACTB WM NONMNPONWAEHOBbIE ANA NeKapCTBeHHbIX | 2 KOHTYpHble AYEKOBbIE yNaKoBOKM
cpeacTs dupmbl ; YKYNOPEHHbIe KpbiwKamu us | Bmecte ¢ MHCTPYKLMEN no
MNO/MSTUAEHA BbICOKOTO AABNEHWA C KOHTPONEM NEPBOro MEeAULMHCKOMY NPUMEHEHMIO (NUCTOK-
BCKPBITUA, MM KPLIWKAMKU  NOJMNPONUACHOBLIMU  C BKN3ABIW) NOMEWEHLI B KapTOHHYIO
CUCTEMOM  «HaM@Tb-NOBEPHYTLY  MAM KpblWKamu 13 | ynakosky (nauky).
MONMITUNIEHA HW3KOTO A@BNEHWA C KOHTPONEM Nepsoro
BCKPLITUA.
CeobogHoe npocTpaHcTBo 8 GaHke 3anoOAHAIOT BaTOM
MEAWUMHCKON TMrPOCKONMYECKOM.
Ha 6aHKy HaKknenBaloT ITUKETKY CamMOKeALyIOCS.
Onny Bauky wam 1, 2, 3, 4, 5, 6, 8, 10, 12 wau 18
KOHTYPHbIX AYEHKOBLIX YNaKoBOK BMecTe ¢ WHCTPYKUMehn
N0 MEAMUMHCKOMY NPUMEHEHUIO (nucTok-BrAagbIW)
NOMELAIOT B KAPTOHHYIO YNaKOBKY (nauky).
Mapkmpoeka Ha KOHTypHOi suelikoBolM  ynaxoske (6aucTepe) | Ha KoHTypHOl nAueiikoBol ynaxkoske

Ovbanuneun: umceuen na cenrudmeanug Cenan AR
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Mecro HaxompaeHus: 000 «030H», Poceus

, 445351 Camapckan obn., r, Hurynesck, yn. Mecounas, . 11
MecTa ocywecrenenma NuueHsnpyemoii aeatensHocTi: 000 «O30H», Poccun, 445351 Camapckan o6, r. o. Hurynesck, r. Murynesck, ya.
Mmapoctpouteneii, a. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 290-00

Nuuensua Munucrepersa NpomsiwnerHocTy u Toprosau P® Ne 00072-1C

YKA3bIB3IOT TOProBOE HaWMEHOBAHME NEKapCTBEHHOrO
npenapara (cosnapaer c MEeMAYHaPOAHbIM
HENATEHTOBAHHLIM HaUMEHOBaHWem), NeKapcTBeHHYI0
bopmy,  AO3MpoBKY,  HauMeHoBaHMe Aepwarens
PEMMCTPAUMOHHOTO YAOCTOBEPEHUA M HaWMeHOBaHWe
NPOM3BOANTENA NEKApCTBEHHOTO npenapata, Homep
cepum (BKNIOYaIOWMIT MecAL 1 oA NPoM3BOACTBa), AaTy
UCTEYE@HMA CPOKA roAHOCTH (Mecay u rog).

Ha aTukeTke GaHku ykasbiBaloT Toprosoe HaumMeHOoBaHKe
NeKapcTBEHHOro npenapara (cosnagaer c
MEXAYHAPOAHLIM HENAaTeHTOBaHHbIM HauMeHoBaHuem),
NeKapCTBEHHYIO  GOPMY,  AO3MPOBKY,  KOAMYECTBO
Tabnetok B GaHke, cnocob NpUMeHenuns: «[Ina npuema
BHYTPbY, HAUMEHOBAHWE [ePHATENA PErUCTPAUMOHHOND
YADCTOBEPEHMA M HaWMeHOBaHWe nNpousBoAMTENs
NIEKAPCTBEHHOrO npenapara, NOroTMN NPOM3BOAMTENA,
bapm-kopn, Homep cepuum (Bknrovalowmit mecay u rog
NPOM3BOACTBA), AATY UCTEYEHMA CPOKA rOAHOCTH (ropen
A0 Mecal 1 rog).

Ha KapToHHO#i ynakoske (nauke) ykassisaioT TOprosoe
HaumeHoBaHWe fleKapcTBEHHOTO npenapata (cosnaaaer

[ MEXAYHAPOAHBIM HENATEeHTOBaHHLIM
HaMMeHOBaHuem), HaUMEHOBaHKe AepwaTtens
PEMMCTPAUMOHHOMO  yAOCTOBEPEHWA  (coBnagaer

HauMeHOBaHWem npou3BoguTenn), appec aepwatens
PErUCTpALMOHHOrO  yAOCTOBEPeHWA  (cosnapaer ¢
aApecom npoussoputens) (ctpaHa, obnacts, ropoa),
3NEKTPOHHBIA  appec M caiir npoussoaurens,
NIEKAPCTBEHHYIO  $OPMY,  A03MPOBKY,  KOMMYECTBO
TabneTok B8 ynakoske, MHbopMauuio o cocrase
NeKapCTBeHHOro npenapara (HaumenoBaHue
AEUCTBYIOWErD BEWecTBa U ero KO/IMYECTBO, nepeyeHb
BCNOMOraTenbHbIX BEWecTs), HoMep cepuu
(BrnioYatowmit  mecay w rog npoussoactsa), gary
UCTEYEHMA CPOKa roAHOCTW (rogeH fo: mecay roa),
YCNOBHA XpaHeHus, cnocob npumeHeHna: «fins npuema
BHYTPbY, YCNOBMA OTMYCKa, HOMED PerucTpauMoHHOro
YAOCTOBEPEHMS, /IOTOTMN NpousBoaUTENns, bapm-kog,
WTPUXOBOI KOA, ABYMEPHBIN LITPUXOBOI] KOZ C NoAHOM
uan YaCcTUYHOM pacwudposxon WHQOpMaLMK,
COAEPHALLENCA B ABYMEDPHOM WTPUXOBOM Koge unum bes
Hero, «CMOTPM  MHCTPYKUMIO no MeAUUKHCKOMY
NPUMEHEHMIO (AMCTOK-BKNagbIW)», «He NPUMEHATL NO
UCTEYEHUM CPOKa TOAHOCTHY, «XPaHUTL B HefoCTynHOM
ANA feTel mecten, MpOTMBOAZBEHHOE CpeacTeoy,
[lononHuTensHO Ha  KapTOHHOI ynakoeke (nauke)
Ay6anpyerca Toprosoe HaumeHoBaHMe M AC3MPOBKa ¢
ucnonbL3osaHuem wpudta bpaiina.

(6nucTepe)  ykasano Toprosoe
HauMeHoBaHue NeKapCTBeHHOro
npenapara (cosnagaer [

MEXAYHAPOAHLIM  HENATEHTOBAHHbLIM

HauMeHoBaH1eMm), NeKapcrBeHHan
dopma, [03MpOBKA, HaAMMEHOBAHMeE
Aepxarens perucTpayMoHHoro
YAOCTOBEpEeHUA 4] HanmeHoBaHue
npoussoguTenn NEKapCcTBeHHOro
npenaparta, HoMep cepun
(BKAKOuEIOWMIA Mecal u  rog

NPOU3BOACTBA), AaTa UCTEYEHMA CpoKa
rogHoctv (mecau u rog).

Ha KkapToHHOW ynakoske (nauke)
YKa3aHo: TOProBOE HauMMEeHOBaHWe
NeKapCTBEHHOro npenapara

(coBnagaer c MEXAYHAPOAHBIM
HEeNaTeHTOBaHHbIM Hawmenoaauuem),

HaumeHoBaHKe Aeparens
PerucTpaumoHHoro YAOCTOBEpEHUA
(cosnapaer c HanMeHOBaHWem
NPOM3BOAUTENR), appec [nepwaTens
perucTpauuoHHoro YAOCTOBEPEHUA
(coBnapaer ¢ aapecom
npoussogutens) (crpana, o6nacrs,
rOpoA), 3NeKTPOHHLIA agpec M caiiT
npoussoguTens, NleKapcTeeHHan
dopma,  no3vposKa,  KonuuecTso

Tabnetoxk & ynakoske, UHGOPMaLma O
CoCTaBe NeKapCTBEHHOrD npenapara
(HaumeHoBaHKe AelcTeyiowero
BELLECTBA W Br0 KONMYECTBO, NepeyeHs
BCNOMOraTe/ibHbIX  BEIECTB), Homep
cepuu  (BKalOvaloWMi mecaly u rog
NPOM3BOACTBA), AaTa UCTEYEHMA CPOKa
rogHocT (rogeH go: mecay u rog),
ycnosus XpaHeHus, cnocob
npumeHenua: «[lna npuema BHyTpb»,
YCNOBUA OTNycKa, Homep
PErUCTPALMOHHOTO  yaoCTOBepeHUs,
forotun  npouseoauTens, dapm-kog,

LITPMXOBOMN Koa, ABYMEpPHbIH
WTPMXOBOW  KOA € YacTUYHOM
pacwudposkoi MHOOPMaLMK,
copepaulenca B ABYMEPHOM
WTpUXOBOM Koge, «CmoTpu
MHCTPYKUMIO  NO  mMeuUMHCKoMY

NPUMEHEHUIO (NMCTOK-BKNaAbIW)», «He
NPUMEHATL N0 WCTeYeHMM Cpoka
FOAHOCTHY, «XPaHUTL B HEAOCTYNHOM
Ans peteii mecren, MpoTuBoA3BEHHOE
CpeacTso».

Aononxutensro Ha KapTOHHOM
ynakoske (nauke) npogy6AMpoBaHs!

TOProBoe HaumMeHOoBaHue Y A03MPOBKa
C MCNONb30BAHKMEM TUDWGTA, DIaKNA.
CpoK roaHocTH 4 ropa fopeH po: 12005 >3
XpaHeHue B 3awmnuweHHom ot ceera mecte Npu Temneparype He sbiwe 25 °C. by
3aknoyeHue:

COOTBETCTBYET/ HE COOTBETCTBYeT TPe6oBaHUAM NC-001456-291119, U3m. Ne1

: (HeoBxoaumoe NOAYEPKHYTS)
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Ovhanmnern: winvauesn na renTuhuranuu Cenan A R
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PEAEPAALHAS CAYNEBA 1O HAAZOPY

B COLPE ZAPARO

Fhe 74

(X PAHEHMA

«CBeAEeHUA 0 BBOAE B rpaXaaHCKuii obopoT B Poccuiickoin de

CpPencTe No coctoAaHUo Ha 01.08.2022 18:20»

Aepaunn NekapcTBeHHbIX

JlaTa Bnecenns B

KOHTYpHbIE (2), mauku
KapTOHHbIe/ ~

"O301" (OO0 "O308")

(OO0 "O30n"), Poccus

JIC-001456-291119

Oprauusanus,
Iponssopurens Homep Homep, nara
. CBejieHHs 0 cTaHax Hopmarusnas BLINYCTHBINASE B
AHC Toprosoe naumenosanue (BBITY CKAKOLHIT Crpana ) CepHH, paspemeHns
NPOH3BOJICTBA JOKYMEHTAIHsA TPaK IAHCKHi
Pocanpasnamsopa KOHTPOJIB) NapTHH na HJIIT
obopor
®amoTHIMH; TabIeTKH,
HOKPBITHIC [JIEHOYHOM O0mectBo ¢
(i(f;mi:ﬂuxr:ﬁ “g i “; i e alﬂwqem:nﬂ OBmecTso ¢ orpannuenson | JIC-001456-291119:
09.12.2021 . W P Poccus OTBETCTBEHHOCTHIO "O30H" Ham. Nel k 000 "Oson" 241121
YNAaKOBKH SUEHKOBbIE OTBETCTBEHHOCTBIO




