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TAPMALEBTUKA

Mecro HaxompaeHus: 000 «Oso», Poccun, 445351 Camapckan obn., r. urynescy, yn. MecoyHas, o 11
Mecra ocywectenennn nMueH3Iupyemoil geatensHoctn: 000 «030H», Poccun, 445351 Camapckas 06a., 1, 0. Hurynesck, r. Xurynesck,
yn. TmapocTpoutenei, 4. 6; Camapcran oba., r.o. Hurynesck, r. urynesck, yn. Mvapoctpoutenei, 4. 6, ¢rp. 1;

Camapcwan obn., r.o. Murynesc, r. Murynesck, yn. Tnapocrpoutened, a. 6 crp. 2; Camapckan 06a., r.0. Murynesck,

r. Murynesck, ya. fuapocrpoutensii, . 6A; Camapckan 0ba., r.0. Murynesck, r. Hurynesc , yn, TuapocrpouTeneii, 4. 6A,

crp. 1; Camapckan 06a., r.0. Yuryneacs, r. Muryaesck, yn. FuapoctpouTenedi, 4.2 Ten/daxc (84862) 3-41-09

JinueHana MunucTepcrsa MpoMbILINEHHOCTH U Toprosnu P® Ne 00072-/1C

Ceptudukar kayecrsa cepuun Ne 4347 o1 28.04.2021

MeTtdopmuH JloHr, TabneTku c NPONOHIMPOBaHHbIM BbicBoboxaeHuem 500 mr

Homep cepum
MAata Hauana npou3soacTea
Konuuecrso

AHE/13 BbINO/IHEH N0 HOPMaTUBHOMY AOKYMEHTY

Toprosoe P

010421
06.04.2021

npenapara, Aexapc dopma,

Permu}:aunounoe yaoctoseperue J1M-005288

2133 ynakosok

/IN-005288-140119, U3m.Ne1

HaumeHosaHwe nokasarens

MeTopn KoHTposs

HopmatusHoe 3HaueHue

PesyneTat KOHTpONA

Onucanue

OpraHonenTuyeckuii

KancynoobpasHbie pBoakosbinykable Tabnetknm Genoro
uau nout Genoro usera ¢ puckoit ¢ ogHoN CTOPOHBbI,
npakTuyecku 6es sanaxa.

KancynoobpasHbie 4BOAKOBLINYKALIE TABAETKI
Genoro useTa c pUcKoi ¢ OAHOI CTOPOHBI,
npakTu4ecku 6ea sanaxa.

MoanuHHOCTL

BIMX

Bpems yaepxuBaHus OCHOBHOrO nuka Ha
Xpomargrpamme MCNbITYyeMoro pacreopa,
NPUrOTOBAGHHOMO AAA KONMYECTBEHHONO onpeaeneHus,
AO/MKHO | COOTBETCTBOBATb  BPEMEHM  yACPKUBAHMA
OCHOBHOTO fWMKa Ha XpPOMaTOrpamme CTaHAapTHOro
pacTeopa.

CoorseTcreyeT

Pacrsopenue

Y®-cnektpodotomerpus

OT 22 80 42 % CaHyNs-HCI (meTdopmmna ruapoxiopuaa)
yepes 1y,

0749 40 69 % C4H13NsHCI (MeTdopmuna ruapoxaopuaa)
yepes 3 'l

He meHee 85 % CsHyyNs-HC! (meTdopmuna
rmapoxnopuaa) Yepes 10 u.

58 %

97 %

PopcreeHHbie npumecu

BIaXX

Metopmuna npumecs A— He Gonee 0,02 %;

EavHnuHan HenaeHTudMUMpoBaHHan npumeck — He Gonee
0,1%;

Cymma npumeceit — ve Gonee 0,6 %.

He obHapyxkeHo

OaHopoaHOCTL f03MpOBaHKUA

[P XlIl, cnocob 2, Becosoi
AV £ 15%,

KonuyectseHuoe onpeaeneHue

BIMX
ot 450,0 Mr 40 550,0 CsHy1:Ns HCI (metdopmuna
ruapoxaopuaa) s Tabnetke.

481,6 mr

Mukpobuonoruyeckan uncrora
Obwee 4ucno aspobHex
MWKpOOpraHmMamoe s 1r;
Ofwee YMCNO APOHIKEBBIX 1
nnecHesbix rpubos s 1r;
Escherichia colis 1r.

Kateropus 3A

He ﬁnnee'J.OOO KOE;

He Gonee 100 KOE;
OTCYTCTBUE.

<10

<10
Orcyrersyer

Ynaxoska

No 3, 5, 10 TabrieTok 8 KOHTYpHYIO AYEHKOBYIO YNakoBKy
M3 MAGHKWM  NOAMBMHWMAXAOPMAHOW W donsrm
ANOMUHWEBO# NedaTHo NaKMPOBAHHOM.

Mo 10, 20, 30, 40, 50, 60, 90, 100 uau 120 TabneTtoK
6aHkn u3 nonusTUneHTepedTanata ana NIeKapCTBeHHBIX
CPEACTB MAW NOAWNPONUNEHOBLIE ANA NEKAPCTBEHHBIX
CPRACTB, | YKYNOPEHHbIE KPbIWKAMKM M3  NOAWITUNEHA
BLICOKOIO [IaBNEHMA C KOHTPONEM NEPBOrO BCKPBITUA, MK
KPbIWKaMK NONMNPONKMABHOBLIMW € CUCTEMON «HaMaTb-
MOBEPHYTE? WK KPbIWKAMU M3 NOAMITUAEHA HU3KOFO
A3BAEHWA C KOHTPONEM NEPBOrO BEKPBITHA.

CBo6oaHOe npocTpaHcTeo 8 BaHke 33aNOAHAKT BaTOi
MEAMLMHCKOW MMrPOCKONMYeCcKOM.

Ha GaHky HakNeUBAIOT 3TUKETKY CAMOKABALLYIOCA.

Oany Gauky mam 1, 2, 3, 6, 9, 10 wuam 12 KOHTYPHbIX
AYEAKOBLIX YNAKOBOK BMECTE C MHCTPYKuMed no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYKD YNAKOBKY (nauky).

Mo 10 71aBneTOK B KOHTYPHYH AueiRKOBYIO
YNAKOBKY W3 NNEHKM NONMBUHUAXNOPUOHON M
donbru ANOMUHMEBOW nedvarHoi
NaKUPOBaHHOM,

3 KOHTYpHBIX AYEMKOBLIX YNaKOBOK BMECTE €
WHCTPYKUMER N0 MPUMEHEHWMIO MOMEWEHb! B
KapTOHHYIO YNaKoBRY (nayky).

OdopmieHo: uibkenen 10 ceptndrkaunn Beropa H O

Crnavurrar 1w ?




@%ZON Mecto HaxowmaeHua: 000 «030H», Pocens, 445351 Camapckaa obn., r. Murynesck,

i Mecra ocywecrsnenunn MueH3IMpyemoi geatenbHocT: 000 «Q30H»,
yn. F’wapoctpoureneis, 4. 6: Camapckan 064, r.0. u
Camapcxan obn., r.o. Hurynesck, r.
r. Murynesck, yn. Mfuapoctpoutene
¢Tp. 1; Camapckan o6., r.o. Murya

GAPMALIEBTUKA

[}

yn. Necounan, a. 11

Poceun, 445351 Camapckan oba,, 1, 0. Murynesck, r. Murynescx,
YA@BCK, r. Murynesck, yn. Mapocrpouteneii, A6, ctp. 1;

Murynesck, yn. luapoctpouteneit, A.6 crp. 2; Camapckasn oba., r.0. Hurynescy,

#, A 6A; Camapckan o6n., r.o. Murynesck, r. ¥urynesck , ya. Tuapoctpouteneii, a. GA,

@acK, . Hurynesck, yn. fwapoctpourenedt, 4. 2 ten/daxc (84862) 3-41-09

! H Jlnuensna Munncrepcrsa NpomeiuneHHOCTH W Toproeau PO Ne 00072-71C

Mapxuposka

Ha  koHTYpHOIl  sAueiikosoii ynakoske  (6aucrepe)
YKA3bIB310T TOProBoe HAaWMEHOBAHWE /EKAPCTBEHHOrO
npenapata  »  MeMAYHapOAHOE  HenaTeHTOBaHHOE
H2UMeHOBaHWe, /IeKapCTBEHHYIO dopmy, A03upoBKY,
HaWMEHOBaHMe Aepxarens perucTpaumoHHoro
YAOCTOHEPEHUA M HAUMEHOBAHME  NPOM3IBOAMTENS
/IEKapPCTBEHHOTO Npenapara, HoMep cepun (BKAIOHAIOWMI
MECAL W ro4 NpOMIBOACTBA), ATy MCTEMEeHWA CpoKa
FOAHOCTH (Mecal, 1 roa).

Ha amuieTke Ganku ykasbisaloT Toprosoe HauMeHoBaHue
NIGKAPCTBEHHOTO  npenapata W MemAyHapoaHoe
HEN3aTeHTOBAHHO®  HAWMEHOBaHME,  nexapCcTBeHHylo
dopmy, AO3MpOBKY, KOAMMECTBO TaBAeTOK B Ganke,
cnocob  npumerenua:  «fns  npuema BHYTPbY,
HaUMEHOBaHKe Aepwartens PErucTpauMoHHoro
VAOCTOBEPEHWA M HaUMEHOBAHWe  nNpoM3BOAMTENR
NIBKAPCTBEHHOTO  Npenapara, /AOroTMRN NPOM3BOAMTENA
M/uAN norotun  3aKasumka, dapm-koa, Homep cepuu
(BrmouaOWMIA  mecay, w ro4 npoussoacTsa), paty
MCTEHEHUA CPOKa roAHOCTM (rofieH 40: Mecal U roa).

Ha kapronHoli ynakoske (nauke) YKa3sblBalOT Toprosoe
HauMeHoBaHKe NleKapcTBEHHOrO npenapara “
MEXMAYHApoAHOe  HenaTeHToBaHHoe HaWMeHoBaHKe,
HauMeHOBaHue Aepwarens PerucTpaumnorHoro
YAOCTOBEPEHUA M HaMMEHOBAHME  NpPOM3IBOAUTENS
/IBKAPCTBEHHOTrD  NpenapaTa, ajApec nNPOM3BOAMTENs
NEKAPCTBEHHOTO npenapara (ctpawa, obnacts, ropog),
SNEKTPOHHLIA agpec u caiit npoussoautens, aapec
AEPHATENR PEIUCTPALMOHHOMO YA0CTOBEpPEHMA (cTpana),
NlekapcTBeHHylo  dopmy, AO3WMPOBKY,  KO/MYECTBo
Tabnetok B  ynaxoske, uHopmaumic o cocrase
NIeKapCTBEHHOTO npenapara (HaumeHoBaHue
ACWCTBYIOWLErD BEWECTBA W ero KOAWYECTBO, MepeyeHb
BCMOMOrATENbHBIX BEWECTB), HOMEp cepuu (BKNIoYaIOLM
MECAL W roA Npou3BOACTBA), AATY WCTEYEHWA Cpoka
FOAHOCTY (roAeH A0: MecAl W roa), ycnosus XpaHeHus,
cnocob npumedeHus: «finA npuema BHYTPbY», YCAOBUA
OTNYCKA, | HOMED  PeruCTPaLMOHHOTO  yACCTOBEpeHMS,
7IOTOTHN | MPOUSBOANTENA  W/WAM  /IOrOTMN  3aKa3umKa,
dbapm-kod, wrpmuxosoii koa, ABYMEPHBIA WTPUXOBOI Kop
C MONHOM MW YACTUYHON pacwmdposkoit WHGopmaumm,
COAEPHAUIEHCA B ABYMEDHOM WTPUXOBOM Kone unu bes
Hero, «CMOTpH MHCTPYKUMIO no NMPUMEBHEHMUIO (ANCTOK-
BKAAABIW]Y, «He NPUMEHATL NO  MCTeYeHMUH cpoKa
FOAHOCTUY, «XPaHUTb B HEAOCTYNHOM AR AeTeii mecTen.
[ONoNHMTeALHO Ha  KapTOHHOF ynaxkoeke (nauke)
Aybaupyercs Toprosoe HaumeHoBaHue W AO3UPOBKa €
vcnonb3ogaHrem wpwndra Bpaiins.

'Ha KoHTYpHOIi AYeiikoBoii ynakoske (6aucTepe)

yKazaHo: Toprosoe HaumeHoBaHue
/IeKapCTBEHHOIO NpenapaTa U MeXayHapoaHoe

HEMNaTeHToBaHHOe HauMEHOBaHwe,
NleKkapcTeeHHan dopma, A03UPOBKa,
HanMeHoBaHWe AepwaTens perucTpauMoHHoro
YAOCTOBEpEHHA " HaUMEeHOoBaHMe

NPOU3BOAUTENA NEKAPCTBEHHOTO npenapara,

‘HOMep cepuy (BKMoualowMii mecal, w ron

NPOM3BOACTBA),  A3Ta  WCTEMEHMA  CpoKa
roAHOCTH (Mecau v rog).

Ha kapTonHoi ynakoske (nauxe) YKa3aHo:
TOProBoe  HaUMEHOBAHWE  NEKapPCTBEHHOrO

npenaparta ] MEXAyHapoaHoe
HenaTeHToBaHHoe HauMeHosaHue,
HAUMEHOBAHWE AEPIKATENA PeruCTPaLMOHHOro
YAOCTOBepeHUA " HauMeHoBaHue

NpOU3BOAMTENR  NeKAPCTBEHHOTO npenapara,
agpec NpoX3BOANTENA NeKapcTBeHHoro
npenapata  (crpana,  obnacte,  ropoa),
J/1EKTPOHHbLIA 3Apec W caifT npoussoguTens,
aapec Aepsarena pPerucTpaunucHHoro
yAocToBepenus  (CTpaWa),  /JlexapcTBeHHan
bopma, A03NPOBKA, KONMYECTBO TabneTok B
ynaxoske, nHpopmauma o coctase
NIeKapCcTBEHHOrO npenapara (HaumeHoBaHWe
ASNCTBYIOLIErD BELLECTBA W ero KO/MYEeCTso,
NepeyeHs BCOMOraTeNbHbIX 8eulecTs), Homep
cepun  (BknKOvalOWMA  MecAaly M rog
NPOM3BOACTBA),  AaTa  WCTEYEHMA  CpoKa
FOAHOCTW ({roAgH AD: MecAl W roa), YCAoBuMA
XpaHenua, cnocob npumenenuna: «ns npuema
BHYTDbY, ycnoBua oTnycKa, HoMEp
PerucTpauMoHHOro  YAOCTOBEPEHUA, NoroTun
NPOM3BOAKTENR, (BBPM-KOA, WTPKXOBOH Koa,
ABYMEDHbIA  WTPUXOBOW KOA C YacTvuHoii
pacwudposkoit uHbOpmaumuy, coaepkateiica
B ABYMEpPHOM WTpMXOBOM KoAe, «CMOTpH
MHCTRYKUMIC M0 NPUMEHEHWIO  (NMCTOK-
BKAaapiw)», «He npumenAaTs No MCTEMEHWH
CPOKa rOAHOCTUY, «XPaHUTb B HEAOCTYNHOM
ANA peteil mecren,

AononHWTensHO  Ha  KapTOWHO  ynakoaKe
(nauke) npoay6amposaHsl Toprosoe
HauMeHoBaHue " [03MpOBKa c
vcnons3oBarHuem wpudra bpaina.

Cpok rogHocTv

3 roga

logen ao: 03/2024

XpaHenue

MNpu Temneparype He seiwe 25°C.

3awknovenne:; CEEEEIM He cooTseTcTeyeT TpeboBaHuam 1N-005288-140119, Uam.Ne1l

( HeoBxoaumoe noguepkHyTs)

HavansHuk OKK

OdopMiaeHo: HImKeHen No cenTuucanuu Rennna 1




L2077y

BOPEPE 3APABOOXPAREIA

«CBeAeHMA 0 BBOAE B rpaxnaHCKu odopoT B Poccuitckon degepauum NeKapCTBeHHbIX
CpencTs No COCTOAHMIO Ha 27.06.2021 09:29»

Opranusanus,
Jlara BHecenus B B IlponzeonuTens : Honmep Homep, nata
4 Caepenus o cTaausx Hopmarusnas BbINYCTHBINAA
AHC ToproBoe HAHMeHOBAHHE (BBIMYCKa1OmHKii Crpana = . CepHH, pasperienns Ha
IPOH3IBOACTBA JIOKYMeHTanus TPAKNAHCKHE
Pocaapasnamsopa KOHTPOJIB) NapTHH W
obopor
Metdopmun Jlour; TabneTku ¢ ObmecTso ¢ B ¢
,] pn BaHHH' el OrpaHHYEHHOH JITT-005288-140119;
05.05.2021 ::2;%;‘ 1 = ;‘5 0 Mr 60 T uT];ercTacunocrbm Pocens OTBETCTBEHHOCTHIO Ham. Nel & 000 "Oson" 010421 -
A TEHHEY ) i e "0s08" (000 "O308"), JIM-005288-140119
Hanku (1), mauky KapToHHble/ ~ Ozon” (000 "Oson")
Poccus
M MHH JIoHr; TabneTku ¢ Obmectso ¢ Obaieerage
pl e;tgop 'f r;uTa K 5 [:HMUEHHOﬁ OrpaHHYeHHON JIM-005288-140119;
04.05.2021 POJIOHTHPOBAHHb P Poccus OTBETCTBEHHOCTBIO Ham. Nel 000 "O30u" 010421 -
BeICBOOOK AeHHeM 1000 mr 60 m., OTBETCTBEHHOCTHIO ,, o 5 b
" " W o Oson" (000 "O301"), JITT-005288-140119
Hanxu (1), naukn KapToHHbIE/ ~ Ozon” (000 "Osou™)
Poccus
Metdopmun Jlour: TabneTkm ¢ OiiscEo e O6mectso ¢ i
IPOJIOHTHPOBAHHBIM e OIPAHHYEHHOM JII-005288-140119;
29.04.2021 BhicBoOoK aerHem 500 Mr 10 mr., 17 Poccus OTBETCTBEHHOCTHIO Ham. Nel k 000 O3oun 010421 -
OTBETCTBEHHOCTHIO

YNaKOBKH AYEHKOBBIC KOHTYPHbIE
(3), nauku KapTOHHBIE/ ~

"Oson" (000 "O3o0n™)

"Os08" (000 "O300"),
Poccusa

JIM-005288-140119




