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OTOEN KOHTPONA KAYECTBA

MACIMOPT Ne 3

OnaH3anuH KaHOH Tabnerku,

NOKPbITLIE NIIEHOYHOW 000NOYKOW, 5 MI

Konuuectso npoaykumu B cepun: 4 493 yn. Ne 28
[Harta npouseogcTea: 06, 2021 r.
AHanua seinonHeH no: JN-002612-130818 u nam. Ne1

ha Haumsyonasne TpeGosanua HO PeaynbTarkl aHanuaa
n/n noxasarens
1 | Onucaxwe Tabnetk Kpyrnble [OBOSKOBbINYKMble, | TAONETKU KPYrAble ABOAKOBbINYK-
NOKPLITBIE NMEHOYHOM OBONOUKOMA Hesl- | Nble, MOKPbIThie MAEHOYHOK 0fo-
Toro useta. Ha nonepevyHom paape3e |noukoi xentoro LBeta. Ha none-
wentoro ueeta. [lo BHelUHeMy BUAY | PEYHOM paspese Xenrtoro useTa.
AOMiHBl COOTBETCTBOBATE TpebosaHuam | o BHEWHeMy BWAY COOTBETCTBY-
[ X, O®C.1.4.1.0015.15 «TabneTku». [T  TpebosaHnam re Xl
OdC.1.4.1.0015.15 «TabneTkuy».
2 | MNoanuHHoCTb
BIMX Bpems yaepvBaHUA OCHOBHOMO nuka Ha
XpoMaTtorpaMmMe UCnbITyemoro pacTeopa,
NPUrOTOBNEHHOMD ANA KONMUYECTBEHHOrO
onpeAeneHus, AOMKHO COOTBETCTBOBATS Moarsepxaexa
BPEMEHW YOEPKWBAHWA NUKa onaHaanu-
Ha Ha xpomarorpamme CTaHAapTHOro
pactBopa.
Y®-cnexTpsl NOrnoweHns WenbITyemoro
CnekTpocdoTomeTpus W CTaH4apTHOrQ pacTEBOpOB, NPMroToB- MoarsepxaeHa
NeHHbIX AN onpejeneHus pacTBopeHus,
8 06nacTh ot 200 HM A0 300 HM SOMKHbI
UMETE MaKCUMyMbl M MWHAUMYMb NpK
OOHWX U Tex xe anuHax BoNH.
3 [ Cpepnss macca, mr 103 (01 95 fo 111) 103
4 | OgHopogHOCTb Macchl, % 75 -1,9419
5 |Pactsopenue, %
OT HOMUHANLHOMO CogepXaHus EIGTHRER W (e 3 i %8
6 | PoacteeHHble npumecw, %:
- npumMeck B He Gonee 0,50 OtcyTeTByeT
- noban eguHUYHas HEWOEHTU-
duuupoBaHHas npUMech He Gonee 0,50 OTcyTcTByeT
- CYMMa npumecei He Gonee 1,50 OtcyTeTByeT
7 | OnHopoAHOCTE [4O3MPOBAHMA B cooTeeTCcTBMM ¢ TpeboBaHWaMK
i ro X, 050 142 0008 18 cnoces 1 s
8 | KonuuecTeseHHoe onpegenexue,
cuuTan Ha cpeaHio maccy Tat- 5%10 % (ot 4,5 go 5,5) 48
NETKA, Mr
9 | MukpoBuonoruyeckas yuctora B cooTeeTcTBUM C TpeboBaHWaMN
; ro Xlil, OdC.1 '9.4.0002 18 xar. 3A SogTReTSTRY ST
10 | Ynaxoeka Mo 7 wnu 28 Tabnetok B KOWTYpHyto [ Mo 7 TabneTok B KOHTYPHOW Aveir-
AYERKOBYIO YNAKOBKY M3 NIMEHKW NONUBK- | KOBOW YNaKOBKE W3 MNEeHkW nonu-
HUMXNOPUAHOA unu nnexkv MBX/MBAX v | BUHUNXNOPUAHOR 1 DoNLr anio-
honbru anMUHWEBOR NEYaTHOW Naku- | MUHMEBOR Ne4yaTHO! nakwpoBaH-
pPOBaHHOM. HOW.
Mo 1,2, 3 4,6, 8 KOHTYPHBLIX A4enkoBbIX |0 4 KOHTYpHble AYerkoBbie yna-
ynakosok no 7 Tabnetok unu no 1, 2, 3, 4 | kosku no 7 Tabnetok BMECTe C UH-
KOHTYPHbIX AYENKOBLIX YNaKoBKW no 28 CTPYKUMEN NO NPUMEHEHWKD B nav-
TabneTok BMECTe ¢ UHCTPYKUWei no Ke U3 KapToHa.
NPUMEHEHWIO B MaYKy U3 KapToHa.
11 MapknpoBka Ha KOHTYPHOR RYENKOBOH ynakoBke yka- | Ha KOHTYPHOW A4EfKOBOW ynaKkoBke
3blBAIOT TOBAPHBIA 3HAK NPEANPUATWA- | yKasaHbl: TOBApHbIK 3Hak npepg-
NPOW3BOAWUTENS, TOPrOBOE HaUMEHOBA- | NPUATURA-NPOM3BOAWTENS,  TOPro-
HWe npenapara, NekapcTBeHHYK hopMy, | BO8 HaWMEHOBaHWe npenapara,
AO3NPOBKY, HOMED CEepWM, CPOK rOAHC- | NekapcTBeHHan dopma, aoavpos-
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cTU. ﬂonycuaercq HaHeCceHWe TexHONo-
TMYECKUX METOK Wnnu hapmakoga.

Ha nauke ykasbiBalT npeanpusTue-
NPOM3BOAMTENb, Ero TOBAPHbLIA 3HaK,
agpec, TenedoH, dakc, agpec caiTa,
TODrOBOE HalMeHOBaHWe npenapara,
MexayHapoaHoe HEnaTeHToRaHHOE
HaUMeHoBaHWe, nekapecTeeHHylo hopmy,
Ao3upoBky, konwyecTso TabneTok B yna-
KOBKE, YCINOBUA XpaHeHus, «XpaHuTb B
HEeJOCTYNHOM AnA AeTeil Mecre», ycno-
BUS oTnycka, «[pUMeHATL no Haauave-
HU Bpayar, «Ana npvema eHyTpb», «He
NPUMEHSTL N0 WUCTEYEHUK CpOKa rogHo-
CTW», PETUCTPAUWCHHBIA HOMep, HOMep
CEPUN, CPOK rOAHOCTY, LUTPUXOBOW KoA.
[lonyckaetcn HaHeceHue Ha nauky cpep-
cTBa uaeHtudukauuun N, TexHonoruye-
CKMX METOK W/unu thapmakoaa.

Ka, HOMEep Cepvi, CPOK FOAHOCTY.
Ha nauke ykazauel: npeanpustue-
Npou3BoAuTENs, Ero  TOBapHbIA
3HaKk, aapec, TenedoH, daxe, ag-
pec canTa, TOpProeoe HawmeHoea-
Hve npenapara, MexayHapogHoe
HENaTeHTOBaHHOE HauMEeHOBaHWe,
nekapcTeeHHas Qopma, [03KMpoB-
ka, konuyecTeo Tabnetok 8 yna-
KOBKE, YCNOBMA xpaHeHws, «Xpa-
HUTE B HeAOCTYNMHOM ANs AeTedn
mecTe», ycnoeus ornycka, «Mpu-
MEHATb MO HA3Ha4YeHW Bpavar,
«flna npuema BHYTpb», «He npu-
MEHATL MO WUCTEYEeHWW cpoka roga-
HOCTUY, PErucTpalmloHHbIA HOMEp,
HOMEp Cepuu, CPOK rOAHOCTH,
LITPUXOBOW KoA. Ha nadky Haxece-
Hbl cpeacTea waerTudukaumum N,
TeXHONoru4yeckne MeTkn u dapma-
kof.

12

Cpok rogHocTH

2ropa

2 ropa
loneH go 07. 2023 r.

XpaneHnue: Mpu TemnepaType He Boiwe 25 °C B ynakoBke NpowssoauTens,

AHanWa BbINONHEH:

wioHsA 2021 .

3AKITIOYEHUE: nekapcTeeHHbii npenapat OnansanuH KanoH TabneTku, NMOKPbITLIE NANEHOYHOH 060~
noykoi, 5 Mr cepus 030621 cooTBeTcTBYET Tpebosanmam N1N-002612-130818 1 nam. Ne 1
s 74 ",

HauansHuk oTAena KoHTpons KayecTsa . SATLEEL

i
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N NOATBEPXOEHWE
@?ﬂ YNONTHOMOYEHHOr0 nKLUa NnpousBoauTens
KAHOHDAPMA COOTBETCTBUA Cepuu NIeKapCTBEHHOro npenapara
NPROACKUWH

TPeGORaHUAM PerucTPaLMOHHOTO A0CHe
«30» utoHa 2021 r  Ne147-3-21

Toprosoe HaumeHoBaHue OnaH3anuH KaHoH

MeKIyHapoaHOe HENATEHTOBAKHOE, UMW FPYNNUPOBOYHOE, Mk

XUMUYECKOE HaMMEHOBaHNe Onansanun

NekapcTeenHas dopma TabreTku, NoKpLITLIE NNEHOYHONH 0BOMOYKOI
[Loanposka 5mMr

®opma Bbinycka KOHTYpHaA A4eitkoBan yNakoBKa 7x4 naqka KapToHHan
Homep cepuu 030621

OBbeM cepum 4477 yn

[ara Bhinycka 30.06.2021

Monex ao 07.2023 r

PexBU3nTLI HOPMaTUBHOR QoKyMEHTaLMK NN-002612-130818 1 uam.Ne1

g:gfgf;ﬂ Ha OCYWeCTBNeHWE NPOM3BOACTBA NEKAPCTBEHHbIX Ne 00461-11C o7 26 wioHs 2020 rona
PeructpaumoHHoe yaocToseperue 1in-002612

Hara pernctpaunn nekapersetHoro npenapara 04.09.2014

HaumeHosaHue fepiatens (Bnaaenbla) perueTpanoHHoro

AOCTOBEDEHWA NeKapCTBeHHOro npenapara 3A0 «Kanoudpapma npoAgKliny

Aapec MeCTa HaxoXAeHVs gepxarens (enagensua) 141100, Mockosckas obnacte, r. Wenkoso,
ErvCTPaLUMOHHOIO YAOCTOBEPEHWUA NEKAPCTBEHHOMD npenapara yn. 3apeyHas, a. 105
Macnopr Ne 3 o1 30.06.2021
CTpaHa HaaHayeHus Poccusa
Cranus npoussogcTea HaumenoBanue nponasogutens Apnpec npou3soauTens

MponasoanTens 3A0 «Kanonthapma npogakiH» | Mockosokan 0Bnacts, r. Ulenkoso, yn. 3apevnan, a. 105

PacoLuMK (Nepenunas ynakoska) 3AQ «KaHoHthapMa nponakwH» | Mockosckan obnacte, r. Llenkoso, yn. 3apevnas, 4. 105

YnakosLUKK (BTOpMYHaR 3AQ «KaHoHhapma npofakwH» | MockoBckas obnacts, r. Lenkoso, yn. 3apeqnas, A 105
(noTpeburensckas) ynakoska)

Brinyckatolwui KoHTponb 3A0 «KaHonhapma npogakwH» | MockoBexan obnacres, r. LLlenkoso, yn. 3apeqnan, 4. 105
Kayecrea

ﬂodmeepmdaro, Ymo danKas cepusi 2omoesoii npodykyuu npoussedera u nposepexa & COOMEEMCMEUU ¢ nuyeHaued Ha
NPOU3E0OCMEO IeKapCMeeHHbLIX cpedems, mpebosaHusmy peeucmpayuontoze docke, mpebosanuamu lpukaza Murnpommopaa
P® om 14 uiona 2013 2. N 916 «06 ymsepkdenuu Mpasun nadnexawei npouzsodemeenHol npakmuku» (GMP), a maioke uHbIMU
mpeB0eanuaMU, YCMaHOBNEHHLIMU HODMAMUEHbLIMU NpasoakiMu akmamu Poceudckod ®edepayuu, neped ee ebinycrom.

3anucu no npoussodcmay, ynakoeke u KOHMponio kavyecmea dakiol cepuu 2omoeoli npodykyuu NPOBEPEHL! U YCMAaHoeneHo
coomeemecmaue mpeboeatuam pasun Hadnexated npou3sodcmeeHHol npakmuxu (GMP) u peaucmpayuonrozo docse.

Cepna roToBOA NPOAYKUMM NPOM3BEAEHA 1 NPOKOHTPONMPOBAHE B COGTBETCTANN ¢ 0oA O HET
TpeGosanuamu Mpasun Haanexalen NponIBOACTREHHTI npakTUkn
Cepus Npou3BeasHa W MPOKOHTPONMPOBAHA B COOTEETCTBUY C TpebosaHuamm 0 A OHET
PErncTPaUMoHHOTO A0Che
[Py 3roTOBNEBHWM CepUM COBNIoAeHs! TpeboBaHmA 3aKoHopatenscTsa Poccuitckon
Denepaumi Wnam cTpanbl-uvMnoprepa Y 4 _,__DJJ,A_‘ s b OVHET
0 T e PrprTpon
YNONHOMOYEHHOE NHLO ~ "/‘,'r‘,;;nm“ DPEMYK
ANEKCAHOPA
Cratyc oueHKku Paspewen BBOA B rpaxaaHckmit o6opoT WBAHOBHA
YNONHOMOYEHHOE NALIO
NPOU3IBOAUTENEW
- NEKAPCTBEHHBIX CPEACTE
{ ANA MEQWUWHCKOTO MPUMEHEHUA
- FOCYRAPCTBA ~ WIEHA EBPA3MICKOTD
YI'IOJ'IHDMO"IEHHOE nuuyo IHOHOMUYECKOrO COKOIA
MPUKAL M3 P N9 195 or 12,03,2021
« 30 » wioHA 2021 r
Mn




