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OBLUECTBO C OFPAHUYEHHOWM OTBETCTBEHHOCTbIO
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Ipenapar; LHHTO®JABHH® TabJIeTKH, NoKphITHIE KHIIe4HOpacTBOpuMOi 06onoakoil
Cepns: 760421

Popma BEIMyCKa: (xonTypHas sgefixopas ynaxoska) 10 X 5 (nauka kapTonnas)

Konmuecrso: 19335 yn.

Hara marorornenus: anpens 2021 r.

JlaHHbIe anannza

ABa c11o4. AIpo TabneTok oT ETTOro Ko KENTO-
OpaHXeBOTo 1BeTa. (BH3yansHbIif)

Ilokaszarenn Tpeboranus HJI JIC-001 767-010419, H3m. Ne 1 HJanueie ananunia
1 2 3
1. Onscanne Kpyrabie nBosxosbimyionsie Tabnerxn, TIOKPHITHIE . s!f.mm:.o .
060104K0H KpacHOTo mBeta. Ha nonepeunom cpese e s, s

OONMEPETHOM CPE3e BUNHE B
cnog. fapo rabnerok wémmo-

OPaHXEBOI0 LBeTa.
2. I[lopnusnOCTS:
- pubodnasnna docpar HAaTpHA CnexTp mornomenns mensrryemoro PacTBOpa, NPHIOTOBNIEHHOTO 1A Cootsercrryror
KQMHYECTBEHHOIO ONpelieNie N, B 061acTy oT 300 x0 550 uM KomKeH MMeTs
MAKCHMYMBI NpH (445 + 2) M ¥ nipu (373 + 2) um, (CnextpodoTomeTpns B
ymsTpaduHonerosoit u suauMol obnacix, ['® Pd*)
- AHTapHai KHCJI0Ta BpeMd  yACPEKHMBAHMA NHKA AHTapHOR KmCNOTH HA XpOMETOrpamMe
HCIILITYEMOMO  pacTeopa, TNPHUOTOR/IEHHOTO [UIS  KQNHMECTBEHHOTO c
ONIPEACTEHHS, JOMKHO COOTBETCTBOBATL BPEMEHH YACPKHBAHMA KA UOTHETCTRYCT
SHTApHOH KHC/IOTR! HA XPOMATOTpaMMe PacTsopa CpaBHEHHA,
(B2XX, F'd Pd¥)
Bpems yZepxuBAHNA IHKOB HHKOTHHAMMAA H HHOIMHA HA XpOMaTorpaMme
- HHKOTHHaMHX HCIIBITYEMOTO  pacTBOPA, NPHIOTORNCHHON® [/ KONMYECTBEHHOTO Cootsercrayer
- HHO3HH OTPELCIEHHs, NOMKHO COOTBETCTBOBATL BPEMEHH YIACPKHBAHMA IHMKOB
COOTBEICTBYIOMHX BENIECTB HA XPOMATOrpAMME pacTeopa cpasHeHMA.
(BOXX, I'd Pd*)
C TIOTTIOMEHNS HC EMOTO a B o6nacTH ot 350 10 550 Hm
= acHTENs a30py6un nexTp m TBITy pacTsop it
alc)apuyasnﬂ) (53;622) AOTDKEH MMCTh MKCHMYM TIOTTIOIICHHA NPH JUTHHE BOXHH (520 + 2) v, Coorsercrayer
(CnextpodoTomerphs b YIETPAGHONETOBOH M BHIHMOMH obnacrax, ['d PH*)
3. PactBopenne 1-a cragns - ne Gonee 10 % AHTAPHOH KHCIOTHI 33 60 MuH. 0-0,06
2-s cTazns - ne Menee 75 % (Q) sHTApHOM KHCOTH 3a 45 MHH. 93-97
(F'd P
4. PoncTBeHHEIE MpUMeECH:
= MHTIOKCAHTHH, [YAHO3HH Cymmaproe conepxanye B 1 TabneTse He Gonee 2,5 % or HoMHEAMEHOTO 0,1
COLCPKAHHA HHO3MHA. (BOXX, D PD*)
- HHKOTMHOBAR KMCJIOTR Copnepxanic B 1 Tabnerxe ue Sonce 1,0 % OT COACPMAHUA HHKOTHHAMMIA. 0,09
(BIXX, T'D PO*)
= (HIHpoB AN CymMapHoe coaepanHe 0T CyMMB IIomaneH HKoB HHKOTHHAMHIA 1 0.06
mﬁu;eu}rm = . HHOsHHa HE Gonee 1,0 %. (BOXX, [® PO*) ’
- momudnasun Conepxanne b 1 Tabnerxe He Gonee 0,20 % ot HOMHHAIILHOIO COIEPYKAHMA 0
pubodnasuna Gocdara Hatpus. (B3XX, I'd PO*)
5. MukpobHonornueckas 1HcToTa Kateropus 3 A. (T® P®*)
O6mee wrcno a9pobuEix Gakrepuif e Gonee 10° 5 1 ., Menee 10
O6mee ancno rpubor ne 6omee 10?5 1 1. Menee 10
Orcyrcreue Escherichia coli s 1 ., He oGHapyskeno
6. OAHOPOXHOCTB HO3HpOBAHHS
- pubodpnasrna pocdar HaTpHA Hosmxen coorsercrsoars TpeGosanusm. (I'D P®*, cnoco6 1) Cootserctayer
AV=24
= AHTapHas KHCII0T2 Homxer cooTseTcTBOBaTH TPCGOBAHMIM. (I'® P@*, cnoco6 2) CootseTcTayer
AV=3]
- HHKOTHHAMH]T Homxen coorsercTeoBath TpeGonarmsm, (T'D PO*, criocob 1) CooTBeTcTBYET
AV=49
- HHO3HH Homken cooTBercTBORATE TpeGoranuaM. (ID PO*, cocob 1) Cootsercrsyer
AV=35
7. KomaecTennoe onpenenenue
Ot 0,0045 110 0,0055 r C17H20N4NaOsP (puGognasuna ocdara 0,0050
- pubodnaeuna docdar HaTpui HaTtpun) B 1 Tabnerke (Cnextpodoromerpus B ynsrpadHoneTosoH
H BHIHMOH obractax, [ Po*)
O 0,2850 20 0,3150 r C4HsO+ (sxrapro# kucnoTs) B 1 TabeTxe. 0,2973
- AHTApHaA KHCJIOTa (BOXX, I'd Pd*)
Or 0,0462 110 0,0538 r C1oH12N4Os (vHO3MHa) B | TaGneTke. 0,0487
- HHO3HH (BOXX, I'd PO*)
Or 0,0231 10 0,0269 r CsHsN2O (HHKOTHHAMHZA) B 1 TabneTke 0.0246
- HHKOTHHAMHM]] (BOXX, I'd Pd*) !
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Ha xoutypHo#t A4efKkoBOH YNakoBKe YKa3BIBAOT:

TOBAPHHIH 3HAK NPOM3BOIUTENS, TOPrOBOE HAMMCHOBAHKC
npenapara ¢ NpeAyNpeaHTenbHOR Mapkupoeko# ®,
JIEKapCTBEHHYO (POPMY,| CONEPHKAHHC JeHCTBYIOIIHX BEIIECTB B
oxuoii Tabnerke, Houep:ccpuﬁ, CPOK rOJJHOCTH.

2)BropHuHas yNaKoBKa.

Ha na4ke yxa3slBaloT:

TOBapHbIH 3HaK, HAMMEHOBAHHE, a1pec, Ten/(aKc TpOH3BOANTEILA,
TOProBOE HAMMCHOBAHHE MPENapara ¢ NPCAYIPSANTENEHON
MapkHpoBKofi®, rpynnipoBOYHOS HAHMCHOBAHHE PENapaTa,
JNeKAPCTBEHHYIO (OPMY, KOMMYECTBO TabAETOK B YTIAKOBKE, COCTAB
Ha oaHy TaGNerKy ¢ yKalaHHeM HAMMEHOBAHUI W KONHYECTB
AeHCTBYIONIMX BEIIECTR, NepedeHb BCIOMOraTeMbHEIX BEMECTE H
nepedYeHb BEMICCTB KHILISYHOPAcTBOPHMOH 060N0UKH, HOMED
PErHCTPALHOHHOIO YAOCTOBEPEHHA, HOMEP CCpHH, CPOK TOJHOCTH,
«XpaHHTh B HEAOCTYNHOM AnA Aetei Mecten, (I IpHMEHATS 110
HA3HAUEHMIO Bpayay, YCIOBHA OTIYCKA, YCNOBUA XpaHEHH ,
crocof MpHMeHEHH, HITPUXOBOH Kox EAN-13, papmakon
(pharmacode), TOTMONHKTENBHEIC HAMTHCH: TTHKTOIPAMMEL,
pacmudpOBKA MHKTOTPAMM

« NEeXAapCTBEHHAs efi)opna TBEPIAS»,
« cniocob npumerenna BHYTPby,
| B

« B B papmakoTepangsTHYEcKas rpynna METABOJIHYECKOE
CPEJACTBO». |
JlomyckaeTcs HAHECEHHE CPE/ICTB HICHTHQHKALMH 1A CHCTEMBbI
MOHHTOPHHI3 mamxemim NeKapCTBEHHBIX NIPENaparos.

1 2 3

6. Smeonzg Mo 10 wm 20 TabreTOK B KOHTYPHYH AYEHKOBYIO YNAKOBKY W3 IVIGHKH | [lo 10 Ta6/1€TOK B KOHTYDHOH
NONMBHARIDUIODHAHOR M | (QOJBIH AMOMHHHEBOH 1A YTIAKOBKH. sueKoBOM ynaKoske €3
5 KOHTYDHBIX AEHKOBBIX yrfmconox no 20 Tabnerox, 5 wid 10 KOHTYPHBIX TURHKH TOBAHITOIOPHIEOH 1
SUCAKOBBIX YMAKOBOK Mo 10 TaieToK BmecTe ¢ mucTpysumcdi mo OV AROMHHHEBO 74
MEIHLUHHCKOMY npnueucm:(uo NOMCIIAIOT B TaYky M3 Kaprona. Jlna TbSmm
KOHTPO/A TNEPBOrO  BCKPBITHA GokOBbIe KNANAHE! NAYKH MOrYT OBITL | ynaxopox BMecTE ¢ HACTPYKUCH
3axneensl STHKETKAMH. TIaYKH MOTYT 6HTH CrpynMHpoBAHE B GaHIepoH 110 MHMMEHCHHIO B IIavke 13
TepMOYCaIoTHOM TUIHKOH. | e

|
9, MapkHpOBKa 1)[lepsuunas ynakoBKa. 2?:::_:;::; Lm;-ﬁ

YIAKOBKC YKA3AHN: TOBAPHEIHA
IHAK NPOMIBOINTENA, TOPrOBOS
HAHMEHOBAHHE TIPENapaTa ¢
NpeAynpeHTEbHOA
MapkupoBKoH ®, neKapCTBEHHAR
dopma, conepianHe
AeRCTBYIONIMX BmECTD B 0/HON
TabneTKe, HOMEP CEPHM, CPOK
TOAHOCTH.

2) Bropa'mas ynakoBKa.

Ha navxe yka3aHH: TOBaPHRIA
3HaK, HAHMEHOBAHKE, alpec,
TeN/$axe MPOK3BOANTESA,
TOProBOS HAHMEHOBAHHE

TPYNIHPOBOYHOE HAHMEHOBAHHE
npenapara, NexapeTeeHHAL
(opma, XOmEaeCTBO TalNeToK B
YTIAKOBKE, COCTAB HA OMHY
TallieTKy € yKasaHueM
HAWMEHOBARHH H KOTHYECTR
JACHCTBYIOUIHX BEIIECTB,
nepeyeHb BCIOMOraTe bHEX
BEMIECTE H NEPEUCHL BEIIECTB

CPOK TOIHOCTH, «XpaHuTs B
HEJOCTYTIHOM /LN JcTel MEecTE,
«ITpEMEHSTS [0 BA3HAUCHHIO
Bpaya», yCIoBHA OTIYCKA,
yCnoBRA XpaHeHas, cnocob
MPHMEHCHHX, LUTPMXOBOH KOI
EAN-13, dapmaxon
(pharmacode), AORCNHHTEBHbE
HAIIIHCH: MHKTOrPAMMEL,
ﬁm@"’!ﬂ MEKTOrpaMM

nu.mpcrumm opma TBEPTIAS,
:c'uocoﬁ npumenesns BHYTPby,

e

«hapMAKOTEPANCETHIECKAR MPYTINA
METABO/IMYECKOE CPENCTBO».
Hanecero cpeacTso
HAACHTHOHKALHH JULE CHCTEME
MOHHTOPHHI2 JBEOKEHHA
NIEKapCTBCHELIX OPenapaTos. |

IPEAOCTOPOKHOCTH

10. Ycnosus XpaHeHHS H MEPBI

B 3aMMIIEHHOM OT (BETA MECTE TIPH TEMIEPATYPE HE BbILIE
25°C.

B 3anHim&HEOM 0T CBETa

MECTE NPH TEMIIEPATYPe
He senme 25 °C

11.Cpok rogHoCTH

3 roma

3 roma

* _ nefictByromee u3aanue ['ocynapcTBeHHOR PapMaKomEH Poccniickolt Penepamny

3axmouenne: coorsercTryer TpeboBanmaM HJ| JIC-001767-010419, M3m. Ne 1

Jlata Beimaun nacnopra: 28.05.2021

Aasenyloumﬁ KAuJI
Hauanenuk OKK

JlMpekrop 1o kauecTBy
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Cankr-NeTeptypl {
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10

Cpoxk rogHocTH fo: 04 2024
A. B. Cxox

A. H. ®énoposa

; 7,
| / C. H. Cxopuk
|
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000 “Hay4yno-TexHonornueckas dapmanesTHueckan Gpupma “ITIOJTHCAH”

Pazpemrenne na peammammo Ne

Hanmenopanue

Dopma BrIMyCKa

MHH

PY Ne

Hopmatneras noxymentauus
Homep cepuu

Pa3smep cepun

Konugecrso nocne xonTpons
Ne AHanuTHYECKOro nacnopra
Togen mo
peanpusrue-npon3BoIHTE L

TpeanpusiTHe-ynaxopmuxk

00000444 ot 01.06.2021

HATOPTABUH® rabmerkn, NOKPBITHIE KHUEIHOPACTBOPUMOi
oGonoykoii Ne 50 Poccriickas Denepauns

Konrypras sueiikopas ynakoBka 10 x 5 (nauka kaproanas)

l/lllOLIHI{'I-HHROTunaMnn+Pu60¢3annn+ﬂﬂupuan KHCJI0TA

JIC-001767

JIC-001767-010419 mam.Nel
760421

19 335 ynk

19 318 yok
379
04 24

000 «Hayuno-Texno;iorudeckas papManeBTHIeCKas $upma
«ITOJTHCAH», 192102, Poccmiickan ®egepanus, r. Cankr-Tlerep6ypr,
yi. Canosa, &. 72, k. 2, 18T, A

000 «Hayuno-TexHoNOrAYeckan dapManesTRYeCKAs $upma
«[IOJTHCAH», 192102, Poccriickas ®enepannn, r. Cankr-Ilerepbypr,
yi. Canosa, . 72, K. 2, 1T, A

AHana3 NPOH3BOACTBEHHOM J0KYMEHTAHA

Hocbe Ha cepHio mpoBepeHo Ha
Hocbe Ha cepHio 0x00peno Ha
Kpuaruueckne 0TK/I0HEHHS OTCYTCTBYIOT Ja

Cepng nponsseliena H NPOKOHTPOIHPOBANA B COOTBETCTBHE ¢ TMNeH3Mel Ha NPOH3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, TPeGOBANEAMH PErHCTPALROHEOr0 A0Che, TPeGOBAHHAME OpTanM3aluH
[poA3IBOACTBA H KONTPOJIA Ka%eCTBa JeKAPCTBeHABIX cpeacTs (upasui GMP), a Takske HRBIMH
TpeGoBAHAIMH [eiiCTBYIOINET0 3aKOHOAATEAbCTBA.

Ipoaykuns paspellieHa K peaTA3anAH

YHOMTHOMOYEHHOE THIIO

Hawanenuk orgena

Crenanosa M.C.

(HO/DKHOCTB)

Tlonoxkenne o muie, oTBETCTBEHHOM 32 BRUTYCK ceprH (Y ONHOMOMEHHOM aMIle 10 Ka4decTry), nara y18. 11.01.2021

(nozmics) / (pacumdpoBka noanHcH)






