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HUTODPJIABHH® TabieTxku, NOKPLITHIE KHIIEYHOPACTBOPEMOI 060.101K0H

JIC-001767

(BIXKX, I'D PO*)

MNoxkaszaTenn TpeGosanna HA JIC-001767-010419, JauHble anannda
H3M. Ne 1, wam. Ne 2
1 2T 3
Kpyrnsie aposxonsinyknsie
1. Omicanne Kpyrnsie 1BOAKOBLITYKIBIE TA0NETKH, NOKPLITHIE 7 o M
obonouxoit kpacHoro useta. Ha nonepeutom cpese BAausl mm' eeta Ha
JBa ciod. Anpo TabneTok ot KEATOro 10 KENTO- FIONEPEHOM CPEIE BHANM /122
opamkeBoro upera, (BusyanbHslif) W a"‘"" .
2. IlonAHHOCTD: : _
-  pubodnasuna docdar Harpus Cnextp NOrNOICHHA HCMBITYCMOTO PAacTBOPA, NPHIOTOBNCHHOIO AAA Cootsercrayior
KONHYCCTBEHHOIO onpeaenennd, B obxactn ot 300 1o 550 M aomken umers
MBKCHMYMBI i (445 = 2) Am ¥ npH (373 * 2) um. (CrextpodoTometprn 8
yneTpadHoneToBoil ¥ BUANMO#N obnacTax, I' PO*)
- SHTApHAA KHCIOTA Bpems ynepxuBasws nHKa AHTAPHOH KHCNOTH Ha  XpOMATOrpaMMe
HCTILITYEMOFO  PacTBOpa, NPHFOTOBIEHHOND JUIf  KOJHYECTBEHHOTO C
OfPCACNICHHA, NO/DKHO COOTBETCTBOBATE BPEMCHH YACPKHBAHMA [HKA QOTRCTETAYET
SHTApHOH KHCAOTH Ha XPOMATOrPaMME PacTBOPA CPABHEHHA,
(BOXX, [D PO*) ! :
Bpems ynepoxkHBAHHA THKOB HHKOTHHAMMZA H HHO3HHA HA XPOMATOTPaMME
- HMKOTHHAMHI HCTIMTYEMOTO  PACTBOpA, NPHIOTOBNEHHOTO 7%  KONANMECTBEHHOTO CootBeTcTBYET
i HHO3HH ONPEAELNICHAA, AO/DKHO COOTBETCTBOBATH BPEMEHH YACPKHBAHMA NHKOB
COOTHETCTRYIOIUMX BEHICCTE HA XPOMATOTPAMME PAacTBOPA CPABHEHUA.
(BOXX, I'D PD*) ;
- KpacHrenb a3opyGMH CriekTp NOrIoNmIEHHA HCNLITYEMOTo pacTBopa B oGnacth ot 350 10 550 M
(kapmyasns) (Epyuz} JO/DKEH MMETH MAKCHMYM NOITIOHICHHS MPH LUIHHE BOAHML (520 + 2) um. Coorsercrayer
(CniekTpOhOTOMETPHS B YARTPAdHONETOROH B BHAMMOF oGnachix, I'D PO*)
3. PacteOpenue 1-s cragus - He Gomee 10 % snTapuolt kucnoTs 3a 60 Mun. 0
‘ 2-8 cranusa - He Menee 75 % (Q) srTapHO# KHCHOTHE 32 45 MAH. 92-99
(T PD*)
4. PoncTBeHHbIE IPHMECH: )
- THIOKCAHTHH, TYAHO3HH CymmapHoe coepxatiie B | Tabnerke ne Sonee 2,5 % Ot HOMHHATHHOID 0,08
coiepxkannd HHo3uHa. (BOXKX, I'd PO*)
- HHKOTMHOBAA KHCHOTA Conepxanne 8 1 Tabnerxe ne 6onee 1,0 % OT conepHannus HUKOTHHAMUAL. 0,1
(BIXX, I'D PO¥)
- HEHACHTH: Bie C}IHMHPHOC CONCPKAHME OT CYMMBI NIOMANEH NHKOB HUKOTHHAMMAA H M 0
i P wHo3HHa He Gonee 1,0 %, (BIACK, N Pd*) Aree T
- moMHGaBHE Conepwanne B 1 Tabnerke ne Gonee 0,20 % OT HOMHHATBHOTO CONEPIKAHNA 0
puGodnasuna docdara satpus. (BOXX, I'® PO*)
5. MuxpofHonorugeckas YucToTa Kareropus 3 A. (T'® PD¥)
O6uiee uncno aspobusix Gaxrepuit ne Gonee 103 B 1 1. Menee 10
O6iuee yucno rpubos ne Gonee 10°8 1 1. Menee 10
Orcyrcreue Escherichiacolis 1 1. He obnapyxeno
6. OnHOPOJHOCTL AO3HPOBAHHA
- pubodnasuna docdar Hatpua Jomxen cooTetcTBOBATE TpeboBamuam, (TD PO*, cnocos 1) Cwmyﬂ
AV=11
- SHTApHaR KHC/IOT2 Homxen cootsercrropats TpeGosanusm. ([D PO*, cnocob 2) Cooteercrayer
AV=338
- HUKOTHHAMM]] Homxen coorsercrpobars TpeGopanuam. (I'® PO*, criocob 1) CooTseTcTayer
AV=4,0
- HHO3MH Jomken coorsercTroBark TpefosanusM. (I'D PO*, cocob 1) Cootsercrayer
AV=206
7. KonuaecTBeHHOE ONpeneneHte 5
- pabodaasuna Qocdar sarpus Ot 0,0045 10 0,0055 r C7H20NsNaOoP (pubodnasuua dochara 0,0050
Harpud) B 1 Tabnerxe (Cnexrpodoromerpus B yawrpadunonerosok
¥ BuaumMoi obnacrax, ' PO*)
- AHTapHasA KHCJIOTA Or 0,2850 no 0,3150 r C4HeOs (anrapoit kucnoTe) B | Tabnerke. 0,3006
(BOXX, I'® PO*)
- HHO3HH Or 0,0462 1o 0,0538 r CioH1aN4Os (uuo3una) B 1 Tabnerxe. 0.0496
(BIXX, I'h PO*) i
- HUKOTHHAMH ] Ot 0,0231 no 0,0269 r CsHsN20 (uukoTHHamnna) B | Tabrerke 0,0245

HHC-KO-2000-0160 «KonTpoab MpousseneHnol Npoaykimy», sepcua 10, [Tata peenenus: 10.03.2021
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Ha xorTypHOii A4eiikoBOlN YNaKOBKE YKa3hIBAIOT:
TOBAapHBI 3HAK NIPOM3BOIUTEIIA, TOPFOBOE HANMEHOBAHNE
npenapara ¢ npeaynpe)HTeNbHOH Mapkuposkoi ®,
JIEKApCTBEHHYIO (GOPMY, COlepKaHNe NelCTBYIOUIHX
BELIECTB B OAHOH TabnieTke, HOMEP CEPHH, CPOK TOIHOCTH.
2)BropuyHasi ynakoBka.

Ha nauke yka3siBaioT:

TOB2PHBIH 3HaK, HaUMeHoBaHHe, aapec, Ten/dgakc
MIPOU3BOIMTENS, TOPrOBOe HAWMEHOBAHKE NpenapaTa ¢
NpenynpeANTENbHON MapKHPOBKOA®, rpyNNHpOBOYHOE
HaMMEHOBaHHE NpenapaTa, NeKapcTBeHHYIO hopmy,
KOJIUYECTBO TAONETOK B YIAKOBKE, COCTAB Ha OJHY
TalneTKy ¢ ykasaHHeM HaHMEHOBAHMIA ¥ KOJHUECTB
NEACTBYIONINX BEINECTE, MEPEYEHE BCIOMOTATEbHBIX
BEUIECTB H NEPEYeHb BEUIECTB KMINCYHOPACTBOPHMO#N
000/104KH, HOMED PErHCTPALMOHHOTO YIOCTOBEPEHHS,
HOMEP CEPHH, CPOK TOIHOCTH, «XPaHHTh B HENOCTYIHOM
ans netedt mecren, «IIpUMEHATH 110 HA3HAYEHHUIO Bpavay,
YCIIOBHA OTITYCKA, YCIO3HA XPAaHEHHA, CIIOCO0 MPHMEHEHHUA,
wrpuxosoif kog EAN-13, papMakon (pharmacode),
DONOTHATENBHBIE HANNUCH: MHKTOTPaMMBL, paciuuppoBKa
TIHKTOTPaMM

« ™ nexapcTennas Gopma TBEPJIA I,
« cnoco® npumeners BHY TPby,
T

« ™ ® hapmaKoTepaneETHIECKAs Ipynna
METABOJIMYECKOE CPEJICTBO».

HomnyckaeTca HaHECEHHE CPENCTB HACHTHOHKALMHA 1A
CHCTEMbI MOHHTOPHHTA IBMKEHHA JIEKapCTBEHHBIX
MpenapaTos.

I 2 3

8. Ynakoska [o 10 wim 20 1abuerox 3 KOHTYPHYWO suelikoByl0 ynakosky 3 | [lo 20  TaGretox 8
NIEHKH  NOJAMBHHMIXAOPIUIHON ¥ donbrn amomuHuesoH ans | KOMTypHO#H AuetikoBolt
VRAKOBKH, YNAKOBKE M3 IEHKH
5 KOMTYDHBIX SUCHKOBEIX YmakoBoK mo 20 Talnerok, 5 wmm m" nmmmptmmﬂi H
10 KoHTYpHBIX AucHKkoBbIX yrakoBok no 10 tabnerox BMmecTe ¢ wa. i
MHCTPYKLHEH 110 MEAMIMHCKOMY MPHMEHEHHIO NOMELIAIOT B IAYKY | [1o 5 W}PHHK ke
3 KapTOHa. [1a KOHTPO/IA NEPBOTO BCKPLITHS GOKOBBIE KNanaubl | ynakosox BMECTE c
MaukH MOTyT ObTh 3aknceHbl dTHKeTkaMmu. [Taukw MOTyT GhITh | MHCIpYKUbEH no MpMeHeHIto B
CIPYNNHPOBAtibL B GAHNEPONH TEPMOYCANOUHOMN IIEHKOM. TIA4KE M3 KAPTOHA.

. Mapxy a 1)l Teperunas ynakosxa.
9. MapkHpoBk DIleppuynan ynakoBka. e

YNAKOBKE YKanaHbi! TOBADHLIH#
IHAK NPOMIBOAMTEIISA, TOProBOS
HAHMEHOBAHME Npenapara ¢
TIPERYT PEIHTEI B HOH
MapKHpOBKOH B®), NekapcracrHan
topma, conepxanme
ACHCTBYIOIMX BEILECTH B OAHOHA
TabneTke, HOMEP CEPHH, CPOK
TOAHOCTH.

2) BTOpH4HAR YIAKOBKA.

Ha nauxe yxasans Tosapumi
3HAK, HAHMEHOBAHNE, A]pec,
Ten/hake NPOHIBOAHTENN,
TOProBOE HAHMEHOBAHHE
npenapara c
TNPERYAPENTENBHON
MApkUpoBKol ®,

Tpynmag

npenapara, JekapcTBeHHas
(opma, konuecTso TaGNETOK B
YN&KOBKeE, COCTAB Ha O/IHY
TabneTKy ¢ yKazanuem
HANMEHOBAHMKHA H KOIHYeCTR
JAeACTRYIOWINX BEILECTD,
TIEPEICHb BCMOMOTATETBHBX
BCIICCTB H NEPEYCHB BELICCTB
KHIIEUHOPACTROPHMOH
oGonouxn , Homep
PETHCTPALIHOHHOTO
YAOCTOBCPEHHA, HOMED CCPHH,
CPOK rOAROCTH, «XPauuTs B
HEAOCTYNMHOM A aeTel MecTen,
«TIpHMEHATE NO HATHAYEHIIO
Bpaua», yCoBAs 0TNYCKA,
YCAORHS XpaHEHHS, CNOCOG
TIPHMEHEHHN, WITPHXOBOH KOa
EAN-13, dapmaxon
{pharmacode), rononHHTENLHBE
HAANHCH: [MKTOTPAMMBI,

ﬁumtwom IHKTOTPAMM

gﬂpﬂuﬁmu Gopua TBEPIAS,,

ucnocoﬁ' npumenenns BHY TPbs,
-
aw

«hBPMIXTTCPANCETHYCOKAS TPy
METABO/IMMECKOE CPE/ICTBO».
Haneceno cpeacrso

naesTag Ans
MOHHTOPHHIA ABHKCHHN
JIEKAPCTBEHHBIX IPCHAPATOB.

NpPeIOCTOPOKHOCTH

10. YcioBHsA XpaHeHHA U MEpHI

B 3aumu€HHOM OT CBETa MECTE NIPH TEMIIEPATYPE HE Bhille
25°€.

B 3amsii&HHOM OT cBeTa
MECTE NPH TEMIIEPATYpE
He Beie 25 °C

11.Cpox rogHocTH

3 rona

3 rona

* — neiicreyromee usnanne ocynapersentoii Gapmakonen Poceniickoii denepaumn

3akmouenwue: coorBercTByeT TpeboBanmsam HIT JIC-001767-010419, mam. Ne 1, usm. Ne 2

Jlara Beinauu nacnopra: 29.12.2021

3apenyrowmmit KAnJl
Hauansuuk OKK

JupexTtop no kauectBy

st

HHC-KO-2000-0160 «Kontpons nponsseaessod npoaykuuny, sepcns 10. [lata ssenenus: 10.03.2021

Cpok rognocts go: 12 2024

-9 A.C. Bnacopa
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A. H. Oénoposa

C. H. Cxopuk
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000 “HayuyHno-Texnonornyeckas phapmanesTaueckan pupma “IIOTUCAH”

Pazpemenue Ha peammsauuio Ne

Haumenosaune

Dopma BHIYCKa

MHH

PY Ne

HopmatuBHas foxyMeHTauHS
Homep cepuu

Pasmep cepun

Konuuectso noene kontpons
Ne AnanuTHdeckoro macropra
Togen no

IpeanpusTue-nponssoauTems

IpeanpusTae-ynagoBuIHK

00000003 or 11.01.2022

HHTODJIABUH® TabJ1eTKH, NOKPLIThIE KHIIE€YHOPacTBOpHMOii
obosnouxoit Ne 100 Poceniickas @enepanus

KOBTYpHasl AueiikoBan ynakonra 20 x 5 (mauka KADPTOHHAS)
Hnosuu+Hm«nunanmg+l’n60¢nannu+ﬂnnpuan KHC/10Ta
JC-001767

JIC-001767-010419 Hawm. Nel, Ham. Ne2
1691221
9 548 ynx

9537 ynk
1339
1224

000 «Hayuyno-Texnomorugcckas @apuaue'nrnqecxaa dupma
«[IOJTHCAH», 192102, Poccnﬁckan'd)enepauuﬂ, r. Cankr-IlerepGypr,
ya. Canosa, 1. 72, k. 2, 10T. A

000 «Hayuno-Texnoaorntueckas t;mp.uauenﬁltneman $upma |
«JIOJTHCAH», 192102, Pocchiickas Penepanns, r. Cankr-Ierep6ypr,
ya. Canosa, a. 72, k. 2, auT. A .

AHAJIH3 NPOM3BOACTBEHHOM TOKYMEHTALHM

Hocbe Ba cepHio nposepeno Ha
Hocke Ha ceprio ogobpeno Ha
KpntHyeckne oTKIONeHHS OTCYTCTBYIOT Oda

Cepns npou3sBeaena n IPOKOHTPOIAPOBAHA B COOTBETCTBHH C THHeH3HeH HA MPOHIBOICTBO
JIEKAPCTBEHHLIX CPRICTB, TPeGOBANNAME PErHCTPAHOHHOTO Aochbe, TPeGOBAHMAMME OPragH3aNNH
HPOHIBOJACTEA W KOHTPOIN KAMeCTBA JIeKAPCTBEHHbIX cpefcTs (npaBua GMP), a Takske HHBIMH
TpeboBAHAAMH JeficrByIomero 3aKO0HOJATEeILCTBA.

Ilpoayxuua paspeirena k peajusanan - "WW Oa

/ ¢/
L/

(noamuce) /

YnoaroMo4eHHOe THIIO

Crenanosa M.C.
(pacumdpoeKa noanHCcH)

Hauanenux otnena
(DO/DKHOCTE)

Monomenne o auue, OTBETCTREHHOM 32 BHITTYCK CepHH (YTIONHOMOUEHHOM THIE N0 KauecTRy), nata yts. 11.01.2021







