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Jlara wirotoBnenus: HosOps 2021 r,
Januble anaiwia
IMoxazaTenn Tpeboranus H/ P N001049/02-081018, Ham. Ne 1 JlauHbie aHATH3A
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1. Onucanue Kpyrmsie nBoskoBbinykibie TabneTKH xKENTOro UBeTa, Kpyrasie
MOKPHITHIE KALIETHOpacTBOpHMO#i oGonoukoit. Ha monepeunom ABOAKOBLUTYKIEIC
paspese AApo KENTOro HBeTa TalneTkn XENTOro 1BETA,
(Bmyanbubiit, [D PO*) TORPatats
KHIIEYHOPACTBOPHMOH
ofonoukoit. Ha
NONCpeYIHOM paspese

Aapo *ETTOTO UBETa

2, ITonHHHOCTE:

- AKpHAOHYKCYCHasA KHCIIOTa CriexTps! NOrJOIMEHKA HCITLITYEMOTO PAacTBOpa M PacTBOpa CooTBeTCTBYIOT
cpasnenus (b) B o6nactu ot 340 10 450 HM JOMKHE! HMETD
MaKCHMYMBbI H MHHHMYMBbI IIPH OIHUX H TeX e OTHAAaX BOJH
(CnekrpodoTomerpus)
Bpems yaepxuBaHHs OCHOBHOTO ITHKA HA XPOMATOIpaMMe CooTBeTcTBYET
MCIBITYEMOrO PACTBOpA, NIPHIOTOB/IEHHOTO IS
KOJIMHECTBEHHOTO ONpEAE/IeHHS, JOIKHO COOTBETCTBOBATh
BPEMEHH yIePAHBAHHSA OCHORHOTO MHKA Ha XPOMAaTOrpaMMme
pactsopa cpasuenms (b) (BIKX) =
- METJIOMHH T15THO PO30BATO-OPAHXKEBOTO LIBETA METIIIOMHHA Ha CooteercTByer
(N-METHATIOKAMHH) XpOMATOIPaMMe HCIBITYEMOIO PACTBOPA IO MONOXKEHHIO,
OKpAcKe W BEIHIHHE ODKHO COOTBETCTBOBATE [ATHY
MEMTIOMHHA Ha XpoMarorpaMme pacteopa cpasHenus (TCX)
3. PacTBopenne 1-1 cranua — He Gonee 10 % akpHIOHYKCYCHON KHCIIOTBI 0
3a 60 MuH
2-1 cranus — He MeHee 70 % (Q) aKPHIOHYKCYCHOM KHCIOTHI 97-98
3a 45 MUH ‘
(T'D PO*, Cnextpodoromerpus B VO u BuuMoit obmactax)
4. PoncTBeHHEIE IPHMECH Ennnuynas HeMIeHTHGHIHPOBAHHANA IPHMECH — He Gonee Menee 0,10
0,20 % (B3XX)
Cymma npumeceii — He 6onee 0,50 % (BOXKX) Memnee 0,10
5. MukpoGHoIoru4eckas Kareropua 3A (T'D PD*) c
OOTBETCTBYET
YHCTOTA
6. OIHOPORHOCTD NO3HPOBAHHA Homxen cootBeTcTBOBaTh TpeGoBanmaM (' PO*) CooTBeTCTBYET
AV=3,1
7. KommvecTeeHHOE
onpefeneHne:
- AKPHAOHYKCYCHAd KHCIIOTA Or 142,5 mr no 157,5 mr CisH;NO; 153,0
(axpunoHykcycHoM kucnoTs) B Tabnerke (BIX(X)
- MECTIOMMH 147,6

(N-MeTHITIOKAMEH)

Ot 131,4 mr 1o 160,6 mr C;H;7NOs
(MermomMuHa) B TabneTke (THTPAMETPHA)

8. Ynaxopka

Tlo 10 mm 20 TabneTok B KOHTYPHYIO TYEHKOBYIO YIIAKOBKY M3
TUIEHKH NONMBHHHIXIIOPHAHOH H GoIBry amoMiHKUEBOI IR
YNaKOBKH.

1 xoHTYpHY10 A9eiikoBYI0 ynakoBky no 20 taénerok, 1 wim 5
KOHTYPHEIX siueHKoBbIX ynakoBok no 10 TaGnerok smecre ¢
HHCTpYKUHe 1Mo MEAMIMHCKOMY NPAMEHEHHIO NOMELIAIOT B
NauKy M3 KapToHa.

Jina xomTposia nupsuiu Buspbl i GUKUBBIE KiLdidHb] HHAYKH
MoryT OBITh 3aKMeeHbl dTHKeTKaMK, [Tauku MoryT GbiTh

Ilo 10 rabneTok B KOHTYpHOR
AveitkoBoll  ynakoske W3
NIEHKH
NONMBHHWIXNOPHIHON "
donasru  amoMuHueBOH A
YTIAKOBKH.

S5 KOHTYPHBIX H4CHKOBBIX
ynakosok no 10 Tabnerox
BM&CTe ¢ mHcTpykumeA 1o
MENHUHHCKOMY TIPHMEHEHHIO

CTPYTINHPOBAHBI B GaHAEPOTH TEPMOYCANOTHON IIEHKOI. :;’::o‘?]:"“ b .
Tlauky WM GaHAEPOTH NOMEILAIOT B IPYTMIOBYIO Tapy. TpeSosarmsa HJ cofimoness,
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9. MapxkupoBka 1) Mepsrynas ynakoka

Ha  xoutypHoit AUeiKoBOH ynakoBke YKa3kIBalOT:
HaHMEHOBaHHE MPOM3BOJMTENA, Er0 TOBAPHBIN 3HaK, TOPTOBOE
HaWMEHOBaHWe NMpenapara ¢ NpeaynpeiuTelsHOi MapKHPOBKOH
®, nexkapcTREHHYI0 (OpMY, T03HPOBKY, HOMED CEepHM, CPOK
FOITHOCTH.

2) Bropu4Has ynakoBka

Ha nauke yka3piBalOT: HaMMEHOBAHHE NPOH3BOAHTENA, €rO
TOBADHBIA 3HaK, agpec, Teil./(akc, TOProBoe HAHMEHOBAHHME
npemapara ¢ NpeAynpenuTenbHod  Mapkuposkod  ®,
IPYNIMpPOBOYMHOe HAWMEHOBAHWE TIpenapara, JIeKapCTBEHHYIO
(dopMy, HO3MPOBKY, COCTAB Ha OAHY TableTKy C YKasaHMEM
HaHMEHOBaHHA M KOJMYECTBA NeHCTBYIOIIEro BelECcTBa,
TiepeueHb BCIIOMOTATeNbHBIX BEHIECTB, KOJHUECTBO TalleTok B
YNaKoBke, «XpaHHTE B HEIOCTYTTHOM [UTA NeTelf MecTen,

«Jlns B3pOCABIX M JeTei ¢ 4 1eT», YCNOBHS XPaHEHHA, HOMEp
PETHCTPALIHOHHOTO  YNOCTOBEPCHHMA, HOMEP CepHH, CpOK
TOIHOCTH, YCIOBHA OTNYCKa, CNOCO0 MPHUMEHEHUS, IUTPUXOBOMN
kon EAN-13, nononuurtensisie HanmucH: «/1J15 B3POCJIBIX U
HOETEU 4+», «JIEYUEHUE U [TPOGUIIAKTUKA I'PHIIIIA H
OPBW», papmakon (pharmacode).

Ha nauke, conepxaief 1 KOHTYpHY10 S4€HKOBYIO YIIAKOBKY T10
20 TabneTok WIH 5 KOHTYPHBIX A4eHKOBBIX ynakosok mo 10
TabneToK, JOMONHHTENLHO HaHeceHa rpaduueckas cCxema
«ITPUEM TTPEITAPATA ITPH JIEYEHHH I'PHIITIA/OPBH».
JlomyckaeTcs HaHeceHHe CPeACTB HMAeHTHMKAUMH AA
CHCTEMEI MOHMTOPHHIA JABHAXEHHA JIEKAPCTBEHHBIX IPENapaToB.

1) Ilepeuynas ynakoska
Ha xourypHo#t aueiikosoii

YTIAKOBKE YKa3aHBI:
HAHMEHOBAHHE
NPOH3BONHTENS, ero

TOBapHBIl 3HAK, TOProBoe
HAaMMEHOBAHWE Mperapara ¢

npeIynpeanTenbHOR
MapKupoBKO# ®,
NIEKapPCTBEHHAA dopma,
NO3UPOBKR, HOMEDP CCDHH,
CPOK [OJIHOCTH.

2) BropuyHas yTiakoBka

Ha naike YKa3aHbl:
HauMeHoBaHue
NpOH3BOANTENS, ero
TOBApHRIH  3HAaK,  anpec,
Ten./ake, TOProBoe
HAUMCHOBAHHE Npenapara ¢
npeaynpeaMTensHOi
MAPKHPOBKOH ®,
TPYNITHPOBOYHOE
HaMMEHOBAHME  Mpenapara,
JIeKapCTBEHHAA popma,
JO3HPOBKA, COCTAB HA OAHY
TabneTky € yKasaHuem

HAHMEHOBAHHS M KOJIHYECTBA
AeACTBYIOMErO  BELIECTBA,
TIepeueHb BCTIOMOTATENbHBIX
BELHECTB, KOTHYECTBO
TabNeToOX B YNaKkoBKe,
«XpaHHTh B HEAOCTYIHOM
AnA neTed MecTen,

«Jina B3pocneix K aeteh c 4
NIET», YCIOBHA XPAHCHHA,
HOMEp PErHCTPALIHOHHONO
YAOCTOBEPEHHA, HOMED
CEPHH, CPOK MOJIHOCTH,
YC/IOBHA OTIIYCKA, CIOCo0
NPHMEHEHNUSA, ITPHXOBOH
xkom EAN-13,
JIONOIHWTENBHBIE HAAITHCH:
«IJ1A B3POCHIBIX H
JIETEH 4+», JIEYEHHE U
IMPODPHUIAKTHKA
TPHUIITIA K OPBH»,
dapmaxon (pharmacode).

Ha nayxke NONOTHHTENBHO
HaHCCEHA rpaduueckas
cxema «ITPHEM
[TPETIAPATA MPH
JIEYEHHH
['PHIITNA/OPBH».
Hanecenwl cpeacTsa
HACHTHOHKALMH And
CHCTEMBL MOHUTODHHTA
JBHDKCHMA JIEKAPCTBEHHBIX
MpEnapaToB.

10. Ycnosus XpaseHHAs M Mepbl | B 3amumé@nHOM OT CBETa MECTE NPH TEMIIEPATYPE He BhIle

B 3amuiméHHoM ot ceeTa

NIPEAOCTOPOKHOCTH 25°C MECTE MPH TEMINIEPATYpe
He Boile 25 °C
11. Cpok rogsocTH 2 roma 2 roga

+ nefiernylowee nynanie Nocynapernennoii Papmakonen Poceuiickoii Pegepatn
3aKiIoyeHue: cootBeTcTByeT Tpebosanuam HJI P N001049/02-081018, Mam. Ne 1

Jara sbinaun macnopra: 09.12.2021

Canrr-l1er
AyMHO TBXHD cKas
r a'“: MaLSsTIMecKan Mupia

Hauansruk OKK TLNONNCAH»

[1;15 QOWYMEHTD

-

3asenyrommii KAnJI

Jupekrop no kauecTBy

S

HHC-KO-2000-0160 «Kontpons npomsseieHHOMN NpofykuuHy», Bepcua 10. Jlata sseaenns: 10.03.2021

Cpok rogrocts go: 11 2023

A. C. Bnacosa

?\ A. H. ®énopora

L4

C. H. Cxopuk




000 “HayyHno-rexnojorngeckas ¢papmaneeTuqeckas pupma “INOJTHCAH”

PaspewreHue Ha peanmzanuio Ne

Haumenosanue

Popma BHITYCKa

MHH

PY Ne

HopMaTtiBHasA A0KyMeHTAIMA
Homep cepun

Pasmep cepun

KonngecTso mociie KOHTPO
Ne AHanuTHYeCKOro nacnopra
T'onen no

Tpe apuATHE-NPOH3IBOIUTEIH

TpeanpHaTHE-yIAKOBIIHK

00001058 or 14.12.2021

IHKJIOMEPOH® tab;1eTKH, NOKPLITHIE KHIeYHOpacTBOpHMOil
oBoaouxoii 150 Mmr Ne 50 Poccuiickas @egepanun

KOHTYpHas AueiikoBas ynaroBka 10 x 5 (nauka kapronnas)

MeraoMHERA AaKPHIOHALETAT
P N001049/02

P N001049/02-081018 uam Nel
711121

22 556 ynx

22 542 ynx
1238
1123

000 «Hayvno-texsolJornieckas papmanesTuiecikas ¢upma
«ITOJTUCAH», 192102, Poccniickan ®egepanus, r. Canxr-Ilerepdypr,
ya. CajoBa, 1. 72, k. 2, JHT. A

000 «Hayuno-rexHojorngeckan gapManeBTHIeckas pupma
«[IOJJHCAH», 192102, Poccniickas ®eaepanns, r. Cankr-Ilerepbypr,
ya. Canoea, 1. 72, K. 2, IMT. A

AHAaAH3 NPOH3BOACTBEHHOM JOKYMEHTALNNA

Joche Ha cepHIO HPOBEPEHO Ja
Jocke ua cepuio ogoSpeno Ha
Kpuruueckse 0OTRIOHEHHS OTCYTCTBYIOT Ha

Cepns NpoH3BeleHa H NPOKOHTPOJHPOBAHA B COOTBETCTBHH € JIHICH3HEH HA NPOM3BOACTBO
JIeKAPCTBeHHBIX CPEACTB, TPeOOBAHHAMH PErHCTPANIHOHHOIO A0Che, TPeGOBANHAMHA OPranH3aAH
NpOoH3BOICTBA M KOHTPOJIA KA9eCTBA JeKAPCTBEHHBIX cpencTs (npasni GMP), a Takske AHBLIMHA
Tpe(oBaHHAMHE AeHCTBYIONIEr0 3aKOHOAATE/ILCTBA.

Mpoaykuus pa3peniena K peaTn3alaH

YoIHOMOYEHHOE THIIO
HauameHuk otaena Crenanosa M.C.
{/I0IDKHOCTE) (pacimAdPOBKA MOANHCH)

(1oanucs) /

Honokenue o THIE, OTBETCTBEHHOM 34 BRINYCK cepiH (YTIOIHOMOUEHHOM THIE 10 KauecTBy), fata y1B. 11.01.2021







