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Paapemeﬂne HA BbINYCK H BBOA B T AKNAHCKHH 060p0T
IL.-040000909126 / 2020
[ HauMeHOBAHME JIEKAPCTBEHHOro Npenapara s MeAHUHHCKOro npUMeHeHH ! \
Hoaenaza® (ITanronpazo.n) Taf/a1eTKH KHIIETHOPACTBOPUMBIC, [HOKPBITHIE TIIEHOYHOH 000/104KO0H, }
1

20 mr (6suctep) 14x2 (mavka KapTOHHAs)

Cepus: \ Toaen no: PpiHOK: ]KonnqecTBo YIAKOBOK
41390420 f 04.2025 RU g 84.571 .

Cepws JTeKapCTBEHHOTO IIpernapara GBI POK3BE/IEHA B COOTBETCTBAH C NMUIEH3WeN Ha TPOU3BOACTBO
/IeKapCTBEHHBIX ~CPeACTB, TPeOOBaHMAMH pErHCTPALIMOHHOIO  JI0ChE, tpeGosanusmu  [lpasun
Hajgnexarmeii  [POU3BOACTBEHHOM — MPAKTHKH (yrBepxyensl  [IpukasoM MuHHCTEPCTBE
IPOMBIIUIEHHOCTH X TOPrOBIH P® or 14 wmous 2013 r. Ne916), a TakkKe HHLIMH TpeOOBAHUAMH,
yCTAHOBJIEHHBIMH HOPMATHBHBIMH [IPABOBBIMH aKTAMH Poccuiickoil @enepanuy 1 CTpaHbl IKCIOpTEpa.

HopmaTuBHAas 0KyMEHTAIMS: JICP-009049/08-280918

Macnopt Ne: 040000909126 or 25.05.2020 r.

[IpojyKuus paspeleHa K BLINYCKY H BBOIY B rpaskIaHcKHii odopoT 26.05.2020

e —————————

JlaTa dA HET

Anastasiya-Laeva
Wnist - haviast =

VioJJHOMOYeHHO0e JIHI0
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HanmenosaHHe NpOIyKIHH:

VakoBka
Kon:

Homep cepun:
KonnuecTBo:

Ne CCPHH aKTHBHOI'O KOMIIOHCHTA.

JlaTa U3roTOBIIEHH:
['onen no:

JlaTta BeIOaYH nacropTa:

AHAJINU3 BEITIONHEH II0:

Hctpa, 25.05.2020 1.
Crp.1/3

IHacnopt Ne 040000909126

Honpnasza® ([TanTonpasosn) TabneTKH KHIIEYHOPaCTBOPHMEIC,

HOKDHITHIE IIJIEHOYHOH 060mouko#, 20 Mr
(6rmcrep) 14x2 (mauxa XapTOHHAS)

7C8946

41390420

84.571 wr.

K64152

04.2020

04.2025

25.05.2020
JICP-009049/08-280918

Haumenosanne TpeGoBaHEA HOPMATHEHOH JOKYMEHTANHH PesynbTaThl aHAJIH30B
nokasarteJiel

Onucanue OBaJbHEIE, CJIETKa ABOSKOBBITYKJIBIC OBaJIbHbIE, CJIeTKa [BOSKOBBIMYKIIBIC |
TableTKH, [TIOKPEITEIE IIeHo4HO 0601049K0#H TabJeTKH, IOKPBITBIE [UIEHOYHOMH |
CBETJIOrO JKeJITOBATO-KOPHYHEBOIO 1IBETA. 060I0YKON  CBETIIOTO  KEITOBATO- |
Bup Ha H3n0Me: IIEPOXOBATad Macca OT KOPUYHEBOT'O LBETA. j
©enoro o0 CBET/IOro XKENTOBATO-KOPUIHEBOTO Bun Ha u3noMe: IepoxoBaTas Macca |
LBeTa C IUIeHOUHOH 060104KOH CBETIOr0 Geqoro  uBeta ¢ IUIGHOYHOH
KENTOBATO-KOPUYHEBOTO LIBETA. 000JIOUKOH CBETIIOr0 JKEJITOBATO-

KOPHYHEBOTIO LIBETA. ‘

[TomwmHHOCTH Bpems ynepKHBaHHUS OCHOBHOIO [IHKA Ha IToarBep:aeHo 1
XpoMaTorpaMMe HCIBITYEeMOro pacTeopa 1‘
JOMKHO COOTBETCTBOBATh BPEMEHH ‘
YIEP)KHUBAHHS OCHOBHOTO THKa Ha
XpOMATOrpamMmMe CTaHIapTHOIO PacTBOpa
MAHTOMPA30/1a HaTPKUs CECKBUTHApAaTa. B

PacnapaemocThb Ta6neTK He OOKHBI pacnagarees B 0,1 M CooTBeTCTBYET
PacTBOpE XJIOPUCTOBOAOPOJHON KHUCIOTEI B
TeyeHHe 2 4,
‘l'abneTku JOIKHEI pacnagaTecs B pochaTHOM 13 MuH,
Oydepe pH 6,8 B Teuerue 60 MHH.

PacTBopeHHe: He 6onee 10 % maHTOIpaso/ia OT 3asABJIEHHOTO 0%—-0%

- KMCJIOTHAs CTagusl

KOJIHYCCTBA YEPE3 24,

cpearee 0 %

PactBOpenue:
- Gydephas cragus

He menee 75 % (Q) nanTompasosa oT
3a9BJICHHOr0 KOJH4YecTBa Yepes 45 MHH.

98 % — 100 %
cpeanee 99 %

JO3HPOBAHHA

15,0 %.

| PoncTBeHHbIe TlanTonpaszona cynehoH — e 6osee 0,3 % 0,12 %

IIpUMeECH ITantonpasona cynshun — e 6onee 0,2 % <=0,10%
ITantonpasona N-oxeua — He 6onee 0,2 % <=0,10% 7
JIroGas npyras eAMHHYHas IpUMech — He OoJiee <=0,10% .
0,2 % |
Cymma npuMmeceit — He bonee 1,5 % 0,12 %

Mukpobuonoruueckas | I'® PP, kareropusa 3A. CooTBeTcTBYET

YHCTOTA

OaHOpOJHOCTE IMokazaTtens npuemsnemoctu (AV) He Gonee 3,6 %
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KonuuecTBeHHOE He menee 95,0 % u He 6osee 105,0 % 100,5 %
orpee/IeHUue TIAHTONPAa30J1a OT 3aABJICHHOIO KOJIMYECTBa.
VYnakxoBka ITo 14 Tabnerox B KOHTYpHYIO suyeifxorylo | [To 14 Tabnerox B KOHTYpPHOH
YNaKOBKY M3 KOMOMHMPOBAHHOIO MaTepHala | s4eHKOBOI YNaKOBKe 3
OIIA/AN/TIBX u doiibrn antoMiHHeBOIL. KOMOMHUPOBAHHOIO MaTepHania
ITo 1, 2, 4 xouTypHele sueiikoBele ymakoBkH | OITA/An/TIBX H doneru
BMECTE ¢ HHCTPYKUMEH 1O [PUMEHEHHIO | ATIOMHUHHUEBOH.
NIOMEILAIOT B Na4Ky KAPTOHHYIO. I[To 2 KOHTYpHblE  SYeHKOBbIE
YNaKOBKH BMECTE C HHCTPYKIHEH 110
[IPUMEHEHHUIO TIOMELIEHBI B NAYKY
KapTOHHYIO.
Mapxkupoeka Ha KOHmypHOUu  Aueiixogoi  ynaxosxe | Ha xoumypHoU avelikogoll ynaxkogxe
yKasuleaom: VKA3aHO:
TOpProBOe  HaMMEHOBaHWe  TIpellapaTa ¢ | TOproBOe HaHMEHOBAaHME IIperapara |
npeaynpeauTensHoN MapKHpPOBKOH ®, | ¢ mpeayNpeauTeEHON MapKHPOBKOH |
MEXIyHapOAHOE HenaTeHToBaHHoe | ®, MEKITY HAPOIHOE |
HaMMEHOBaHHE,  JIEKAPCTBEHHYIO  (opMy, | HEMAaTEHTOBAHHOE  HAMMEHOBaHME,
NO3MPOBKY,  TOBApHBI  3HAaK  (UpPMBI- | JeKapcTBeHHas (opma, J03MpOBKa, |
MpoH3BOAMTENS (Ha JJaTHHHIIE), HOMEP CEPHM U | TOBApPHBIMH 3HaK GHPMBI-

TOProeoe

CPOK FOJTHOCTH.
Ha nauxe kapmonnoiu ykazeieaiom.

HAaWMEHOBAHWEe  IIperapaTa C
MapKHpPOBKOH ®,
ME3KTy HapOJHOE HEIaTEeHTOBAHHOE
HaMMEHOBaHHME,  JIEKADCTBEHHYIO ¢dopmy,
JIO3HPOBKY, KOIHYECTBO TAabIEeTOK B YIIAKOBKE,
Ha3BaHWe JECHCTBYIOLIETO BELIECTBA M €0
KoauuecTBO B | Tabnerke, «BcromorarenbHble
pemecTBa:  copOMTON,  NPONHJIEHTTHKONL,
MaHHHUTOJ U OpYTIHe, yKa3zaHHBIE B HHCTPYKIHH
[0 MPUMEHEHHIO», cnocod npumeneHus: «Jlns
npHeMa BHYTDPbY», YCIOBHS XpaHEHHS, YCJIOBHA

MpeaypeANTE1bHOM

OTHycKa, TOBapHBbIH 3HaK ¢upMBI-
NpoM3BOAWTENA (HA JIATHHHLE), Ha3BaHUe,
anpec, tenedoH H daxc bUpMEI-

TIPOM3BOAMTENS, TIpe Ly NPeIUTEIbHBIE HAITHCH!
«XpaHHTh B HEHNOCTYNHOM A JeTed MecTe.»,
«IIpuMeHAT, O  HA3HAYEHHIO  Bpaya.»,
PerucTPauMOHHBINR HOMEp, HOMEP
CBHIETENbCTBA Ha TOBapHBI 3HaK, HOMEp
CepHH, CpPOK TIOOHOCTH M  IUTPHX-KOZ,
[IPOH3BOACTBEHHBIH KO YI1aKOBOYHOTO
Marepuana.

Jonyckaercs HaHeceHMEe Ha MaiKy KapTOHHYIO
KOHTPOJIBHOTO (MIeHTH(QHKAIMOHHOI0) 3HaKa
(KHM3) ¢ nomHeIM  WIH  YacTHYHBIM
IyOnupoBaHHeM HHGOpMAaLMM, codepialleics
B HEM B BHE YHTAeMOro I1€4aTHOI'O TEKCTa C
LIENBEO MOHHTOpPHHI2 JIBIDKEHHSA
JIEKAPCTBEHHOI'O IIpenapara OT NPOM3BOIHTENLI
JI0 KOHEYHOTO NOTpebUTE .

NPOM3BOAMTENS  (HA  JIaTHHMLE),
HOMEP CEPHMH H CPOK FOJIHOCTH.
Ha nauxe xapmoHHou ykazamo:
TOProBoe HaMMEHOBaHHe Ipenapara
¢ IIpeAyIIpe AU TENBHOH MapKHUPOBKOH

®, MEKITyHapOIHOE |

HEMATEHTOBAHHOE  HAaMMEHOBaHHE,
NexkapcTBeHHas ¢opMa, HO3MPOBKa,
KoM4ecTBO TablIeToK B YIIaKoBKe,
HasBaHHe [eHCTBYIOIEro BeEIecTBa
H ero KojuduecTso B 1 TabrieTke,
«BcnoMorarenbHEbIe BEIIlECTBA:
copburorn, TIPOIMHIEHIJIHKOI,
MaHHHMTOJl M ApYTHe, yKa3laHHEBIE B
HHCTPYKUMH [0 NPHMEHEHHION,
criocof npHMeHeHHs: «I[Ia mpHema

BHYTpE»,  YCIOBHS  XpaHeHHs,
YCJIOBUA OTITyCKa, TOBapHBIA 3HAaK
(bHPMBI-NPOH3BOANTENS (Ha
JIATHHHUILIE), Ha3BaHMe, azgpec,
TenmejoH M dakc thupMbI-
[POU3BO/UTELS,

NpeIynpeanTeIbHbIE HaJIITHCH:

«XpaHUTb B HEAOCTYIHOM U1 JIeTeM
MeECTE.», «anMCHSITB 1o
Ha3Ha4YeHHUIO Bpaya.»,
pPEerucTpaliOHHbBI  HOMEp, HOMeEp
CBHUIICTE/ILCTBA HA TOBaprlﬁ 3HaK,
HOMEp CepHH, CpOK TOOHOCTH H
OITPHX-KOA, HpOHBBOJICTBEHHblﬁ KO
YIIAaKOBOYHOIO Marepuasa.
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HaneceH Ha mauky KapTOHHYIO
KOHTPOJIBHbIH
(uoenTudUKaMOHHBIN) 3HaK (KA3).
Xpanenue IIpu Temnepatype He Bbune 25 °C, B CootBeTcTBYET
ODHTHHAIBHOM YIIAKOBKE.
CpoK rofHOCTH 5 JeT. S ner

3axmoyerue: CoOTBETCTBYET TpeOOBAHKSIM HOPMATHBHOM JOKYMEHTAIIHH.

Hagampark OKK




