3A0 «Of6uuHCKAas XUMUKO-QapMalleBTHIecKas KOMITaHIA»
Poccus, Kamyxckas o6, 1.0. "Topos OGHuHCK", . OGHHHCK, Kuenckoe woacce 3a. 3a, c1p. 3.

Ten/daxke (48439) 6-47-41
MMACIOPT Ne 4/m3-1

Haumenosanue: MUPOJTEOT® Tabnetky 200 MKT (KOHTYpPHAR s4elikopas ynakosxa) 4 X | (nawka kapTOHHas)

MHH: MusonpocTton
Homep cepun: 40821
Jara xourpons: 16.08.2021 r

Jata nponssozctsa: 02.08.2021 r

AHanuz BLIMONHEH B cooTseTcTBHH ¢ JIC-001766-030811, nam Ne | - 4.

Konnuecrso: 49 608 yn
Jata suinycka: 23.08.2021 r

Hanmenoranve nokazateneit

TpeGosanus HJ|

Peay/bTaThi aHanu3a

1. Onuncanne

Kpyrasie mnocKOUMTHHIPHTECKHE TAGNETKY
Genoro wiH Ge/oro ¢ XKeATOBRTEM KK
CepoBaTHIM OTTEHKOM LBeTa ¢ GackoR ¢ AByX
CTOPOH H PHCKOH ¢ OAHOH CTOPOHK

Kpyrible [WIOCKOUHAHR APRYECKHE TaBNeTKH
Genoro umeta ¢ dackoil ¢ ABYX CTOPOH H
pHCKOH ¢ OfHOH CTOPOHBI

2. MoanyuHHOCTL

Bpema yAepkHBAHHA OCHOBHOTO MUKa HA
XPOMATOrpaMME PACTBOPA NpenapaTa npH
KOJIHHECTBEHHOM QNpeASTeHHH, JOMKHO

04aHOM TabneTkH

COBMAAATH CO BPEMEHEM YACP>KHBAHNUA MHK2 COO‘I‘BCTC’TB}’ET
MH30NpPOCTONS Ha XPOMATOrPAMME pacTeopa A
CO muzonpocTosna
ITosenseTcA KPAaCRO=-MYPIYPHOS OKPAUTHBAHKE
' 200 mr
3. OnHOpPOAHOCTE MacThl T'® PP, B cooTaeTcTaHK ¢ TpefoBanuamH +068% -151%
o,
4. PacTsopenne I'd PO, He menee 70 % (Q) Muzonpocrana 106%
gepe3 45 MuR
5. OnHOpPOAHOCTL AO3MPOBAHHA I'® P®. B cootreTcTBMH ¢ TpeSOBAHURMMU AV=131%
. * ‘
6. MUKpOGHONIOrH4eCcKaa YMcToTa I'® PO, Kareropis JA. CooTaeTcTEYET
7. Konuuectsennoe onpefenexre O70,17.20 0,23 wi, cunTas Ra cpeamola Maccy 0,23 mr

8. Vnaxoeka

o 4 unu 10 TaGNETOK B KOHTYPHYIO
AMERKOBYIO YNAKOBKY W3 NOMHBHHHA-
XNOPHAKO/MOMHBHHHIACHNXNOPHAROR TUIEHKH
W GonkLry ANIOMHHHEBOM NeyaTHOH
NaKKpOBAKHON,

Mo 4, 10, 20 wit 30 TaGnerox & Hanky
MOAHMEPHYIO ANA EKAPCTRSHHKIX CPEACTE ©
KOHTPOJNIEM NEPBOrQ BCKPLITHA, YKYTIOPEHHYI)
KpPBIWKOA ¢ CILAMKATeneM.

Ha Ganky HaknenBalOT ITHKETKY #3 Gymarn
ITHKETOHHOM Hnv MHEMEH.

[To 1 Gauke wnn 1,2, 3, 4 unu 10 KOHTYPHHIX
A4efKOBBIX YIaKOBOK BMECTE ¢ HHCTRYKLUMER
N0 MEQHLHMHCKOMY NIPUMEHEHHIO
NEKAPCTREHHOTO MPENAPATa MOMELULAIOT B

NAuKy KAPTCHHYHO,

*Tlo 4 TafineTH B KOHTYpHOR AvefikoBoH
YIIAKOBKE H3 NOIMBHHHN-
KIOPHIUHOR/NONTHBHHHITICHXTOPHAHOR
NAeHKK K QONBIH ANICMKHHUEBOR NEYATHOR
NaKupOoBaHHOH.

Tlo 1 koHTypHOH AMeAKOBOH YNaKOBKe
BMECTE C HHCTPYKUHEHR NO MEAHUKHCKOMY
TIPHMEHEHHIO IEKAPCTBEHHOID NPENAPATE B
navke KapTOHHOH.




IMepsuunan ynakosxa
Ha xoutypro# suelikosoli ynaxosxe
YKa3bI1BAIOT COKPAWEHHOS HAHMEHOBRAHHE
OPEANPHATHA-NIPOHIBOAKWTENA, CTPAHY,

TOProBOE HAMMEHOBAHKE NPENAPATA C
IpeRynpeauTensHOR MapKHPOBKoH ®,
MEALYHAPOAHOE HEMAaTeHTOBAHHOE
HaHMEHOBAHHKE, NeKAPCTBEHHYIO QOpMY,

AO3IHPOBKY, HOMED CEPHH, CPOK COAHOCTH.
9. Mapkuposka

CTpaRy, TosapHeIf 3Hax LLITA A

npenaparta ¢ npefynpeaTensHoM
MapkHpoBkofl ®, MexayHaponHoe
HEMATEHTOBAHHOE HANMEHOBAHHE,
NEKAPCTBEHHYIO HOPMY, JOIHPOBKY,
KONKYECTRO TalNeTOK B YTIAKOBKE, HOMEP
CepHi, CPOK FOAHOCTH

‘ ToeapHuit aHax LITATA Apunaiimutrens AT,

Ha aruxeTke G2HKR YKa1bIBRIOT COKpALLIEHHOE
HaUMEHOBAHHE NPEANPHATHA-NPOHIBOAHTENS,

ApunalimutTens A, TOprogoe HaumMeHOBAHHE

ITepauuuan ynakosxa
Ha xoHTypHOR a4elicorofl ynakopke yxazuo
COKPALIEHHOE HAaUMEHOBaHHE NPEeANPHATHA-
NPOH3BOAKTENR, CTPAHE, TOBAPHKI 2HRK
IUTAJA Apunaiimurrens AT, Topropos
HaHMeHOBaN}e npernapara ¢
NIpERYNPEnHTEALHOH MaPKHPOBKOH ®,
MEXIYHAPOIHOE HEMATCHTCBAHHOE
HRMMEHOBAHUE, NekapcTBeHHAT HopMma,
DOAHPCBKA, HOMED CEPHH, CPOK MOAHOCTH.

B'I’OPH‘IHM yTnakoBKka
Ha navke YKa3blBAOT COKpALIEHHOE

CTpaHy K ropof, Tosapuni 3nak LLUTAIIA
ApuxaiMeTTens AT, HaHMeHOBaHHE

PerHCTPaUHOHKCE YOCTOBEPEHHE, ero anpec,
Tenedon, pake, TOPTOBOE HA-UMEHOBANHE
npenapaTa ¢ MpeAynpeaAnTeNbHOA
MapKHporkofl ®, MexayHapoaHOE
HEMATEHTOBAHHOE HANMCHOBAHHE, IOIHPABKY,
HAHMEHOBOHHE K CONEPXKaHNe OeficTayowwero
BEUECTBA B OAHOR TAONETXE, ACKAPCTBEHHYIO
fOpMY, KONHYECTBO TAB/IETOK B YNAKOBKE,
HOMEP PETrHCTPALHOHHOMD YAOCTORCPCHHA,
YCJIOBHS XPAHEHHHA, YCITORHA OTIycKa, «[ng
NPUEMA BHYTPb», «XPAHHTE B HEAOCTYITHOM
AnA BETEH MECTEn, HOMEP CEPHH, CPOK rolg-
HOCTH, IMTPHXCBOH KOA, JONycKaeTca
HAHECEHHE CPENCTB MASHTHGHKAUNY ONA
MOHHTOPHHIA ABKKEHHA NEKAPCTBEHHBIX
NpPenapaTos.

HEHMCHORAHHE NPEANMPHUATHA-IPOMIBOAHTEAL,

ICPHAOHYECKOTO THLA, HA HMA KOTOPOO BELARHD

Bropuunan ynaxesxa
Ha nauke yxasano cokpawentoe
HaUMEHOBAHHE NPETIPHATHA-NPOHIBOLUTENS,
CTpaHa U ropog, Topaptblit suax LUTAJA
ApunaiimuTtrens AL, HauMexoBaHKe

IOPHAHYECKONO NKUR, HA HMR KOTOPOro
BBIAZHO PETHCTPALHOKHOE YAOCTOEEDRHHE,

ero anpec, Tenedon, gake, Toprosoe Ha-

HMEHOBAHHE Npenapara ¢
Ap<AYNpeaHTENbHON MapKHpoEKDH ®,
MENAYHAPOLHOE HEMATEHTOBRHHOE

HAHMMEHOBAHHE, J03HPOBKE, HAKMEHORAHME K
COMEPKAHHE NCACTBYIOLETO BEWECTRE
0RO ﬁﬁngﬂ:x:, nexapcTBeHHAaA Jopma,
KONHYECTBO TaBNeTOK B ynakosxe, HOMep
PETHCTPAUHOHHOIO YAOCTOREPEHHUS, YCOBUR
XPaHeHHs, yonosMa oTnycka, «[ns npuema

BHYTPbY, «XPaHHTh 8 HEAOCTYNHOM LA
JeTelt mecTen, HOMEp CepHi, CPOX MOAHOCTH,
LITPHXOBOR KOR, HAHECEHD! CpeacTRa
MOCHTHOHKAUMH 1A MOHHTOPHHTA LBHKEHHA
AeKAPCTBEHHBIX [PENapaTos.

10. Xpanenne

B cyXoM, 2aliHIEHHOM OT CBETA ME

IGPATYPE HE Bbille 25°C

I 1. Cpok rogHOCTH 3 roma

/V“E u‘\\
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JaxmoucHue: MuponoT® tabnetku 200 MKE COOTBETCTBYIOT :- A Hmdlc-
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Ctp. 2132



3axpbiTOe aKLMOHEepHoe oblecTBo «OBHUHCKAA XMMUKO-papMaLieBTH4eCKan KOMNAHHAY
(3A0 «OXPK»)

FIULUEH3INA Ha [eATeNbHOCTD NO NPOK3BOACTBY nexapcTBEHHbIX CPEHCTE N200032-NC ot 21.07.2020 r.
MecTo HaxoxaeHus: 249036, Kanyxckan o6n., r. OBHuHCK, yn. Koponesa, A.4
MecTa OCYLUeCTBNEHUR NUUEH3VPYeMOR ABATENbHOCTA. Kanywckas o6n., . ObnumHck, Kneackoe wocce, 34, 107;
Kanyxckas obn., r.o. «[opoa OBHuHCK», r. OBHUHCK, Knueackoe wocce, 3. 3a, ¢Tp. 3

3aKknoNeHHe O COOTBOTCTRUU NPOU3BOAUTENA {WUHOCTpaHHOro NPON3BOANTENSA) NEKAPCTBEHHbLIX CPRACTE
ANR MeAWUNHCKOTO NPUMEHEHHA TpeGosaHuAM MNpasun HaANEeXalWei NPOHIBOACTEEHHON NPAKTHKK
N2 GMP-0056-000552/20 1 GMP-0056-000553/20 [feRcTEHTENHHO A0 20.07.2023 r.

Pa3pelweHune

Ha BbINyck B oGpauieHue (Ha npoaaxy)

N 08 j21rme ore AT » @%—;fmé’ 2021 r.

Toprosoe HauMeHoBaHWe, NeKapcTBeHHanR hopma, A03NPOBKa, POpMa BeInyCKa!

MUPOIMIOT® Tabnetku 200 MKT (KOHTYPHAA AYeHKoBaA ynakoeka) 4 x 1 (nayka KapTOHHas)
MHH: MuaonpocTon

MponasopuTens: 3A0 «OXPK», Poccusa

Bcoe cTaauu NPOU3BOACTEA, BRAOYAA BLINYCKAKUIKIA KOHTPONL KayecTBa

Cepur Ne: 40821 FoapeH 40: 08,2024 r.
OGuem cepun: 49 608 yn, [Dara npouseoacrsea: 02.08.2021 r.
MNacnopt Ne 4/M3-T Nlata ebinycka; 23.08.2021 r.

HO: NC-001766-030811, nam. N2 1-4

PY Ne: J1C-001766 ov 03.08.2011 r.

Bnapeneu PY: AO «Hrxdapmn»

Poccun, 603950, r. Huxaiuit Hosropog, yn. Canraxckas, a. 7

Pa3speluekune Ha Bbinyck B ofpallenue (Ha NPOANY) ASUCTBATENLHO AC! 31.08.2024 r.

FanonHAGTCA UHXEHEPOM no RoxyMeHTauun OOK

Hanuyue AOKYMEHTOB NpoBepHN:

L - :
Wrxeriep no aokymenTauun OOK 77 /Bep6osekas H.[. / « 23 5 ﬁ—ézz“/cm‘z 2021 r.
(noanuce) {pacwudpoBKA NOANKCH) M

MPOU3BOACTBO NPOAYKUMA OCYLLIECTRNEHO B COCTRETCTBUH ¢ TpeGosanusmMu Npasun GMP

¥ PerucTpaunoHHoro Aocee Oa / Hert SLE)

BLIABNEHE AHAUKTENbHLIS OTKNOHEHUA NO NPOUSCCY fa / Het fg‘g

— g 2

OTHET 0 BLINOMHERUM PAcCnefoBaHUa OTKNOHEHHA UMEeTCA Ja / Het g g

Moarsepxaale: g %

[vpekTop AenapTameHTa S5

npoussoacTea NG i% I Kynaesa NB./ « . AZ » 2 e S0 20217, e

{roanu {pacwmgpaBKa NOANKCH) 74 g

nPOAYKUWA PASPELIEHA HA BbIlYCK B OBPALIEHUE §
. B

flexapcTBeHHLIR Npenapart CooTBETCTBYET TpefosannamM Mpasun GMP 1 perncTpaumorHoro Aocke % %

3

YnonKomo4eHHoe NUYo [3akuposa Q.A./ « _&5_» ﬂf eg/cma_ 2021, cc E

(noAnKcs) (pacM@poBKA NOANKCH)




BHyTpeHHWi naeHTUukarap 8 AUC PocagpasHanacpa 33098L%Y

Ony6rwkosaro _23 OF. oLOL/
[laHHble BHEC W YN 3akuposa O.A.




