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QOO «KPKA-PYCn

Paspeienne Ha Boinyck 1 BBOA B IPAKIAHCKHI obopot
IL-040000869603 / 2020 - 2
HaumenoBanue lekapcTBeHHOT0 npenaparTa sl METHIHHCKOI0 NPHMeHEeHH:
Hosnbnaza® (Ilanronpason) tabaerku KHIIEYHOPACTBOPHMBIE, IOKPLIThIE ILIEHOYHOH 0060/104K0ii,
20 mr (6stucrep) 14x2 (nayka KaApTOHHAN)
Cepus: T'ogen no: Prinox: KosimyecTBo ynmakorok:
34401219 | 12.2024 ! RU | 77.824 mi.

Cepus J1eKapcTBEeHHOTrO Mpenapara Gbi1a TPOU3BE/IEHA B COOTBETCTBHHM C JIMLICH3UEH HA TPOU3BOJICTRBO
JIEKApCTBEHHBIX  CPEACTB, TPeOOBAHMAMM PErHCTPAHOHHOTO 0Che, TPeCGOBAHMIMH IlpaBun
HaJUtexare [IPOU3BOICTBEHHOMH npaktuku  (yreepxaenel  [Ipukazom  Mumucrepcrra
TPOMBILITIEHHOCTH W TOproeiu P® o1 14 mions 2013 r. Ne916), a Takke MHBIMH TpeGOBAHHAMH,
YCTaHOB/ICHHBIMH HOPMATHBHBLIMM IIPaBOBLIMY akTamu Poccutickoit ®enepamuin 1 cTpanbl 3KCopTepa.

HopmaTtusnas nokymenrauusn: JICP-009049/08-280918

IlacopT N2: 040000869603 o1 07.02.2020 r.
040000869603/2 ot 25.02.2020 1.

[Iponykumus paspemena K BLIIYCKY H BBOAY B IPakIaHCKHIl obopor 11.02.2020 x
Hara JIA HET

Yno/itHOMO4YeHHOE IO

3t Pasp “iﬁﬁ%ﬁa’ﬁ?}iﬁsglnycx,
BbII@HHOrO 11.02.2020 r. McnipaBiieHus He BIHAIOT Ha KAYECTBO TPOLYKIIHH /2 5 2\

|

Jlata BHeceHus ucnpasnenus: 25.02.2020 r.
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Haumenopanne npoaykuuu;

Viaxkoska
Kox:

Homep cepuu:
Konuyectno:

No CCPHH aKTHBHOIO KOMITOHEHTA:

Jarta u3roToBrcHus:
[onen no:

AHaJIM3 BBITIOJHEH MO:

Herpa, 25.02.2020 .
Crp.1/3

IMacnopt Ne 040000869603/2

Hosbnasa® (I[Tanronpason) taerku KHIIEYHOPACTBOPHMBIE,

MOKPBITHIC [ICHOYHOH 060:10uK0it, 20 M
(6rcrep) 14x2 (mauxa kapToHHAs)

7C8016

34401219

77.824 wr,

K64153

12,2019

12.2024
JICP-009049/08-280918

| Pacnagaemocts
|

NaHTOIIpa3o/la HaTpHA CCCKBHTIHpaTa.

XPOMATOIPAMME HCIIBITYEMOrO PACTBOPA
JOJIAKHO COOTBETCTBORATH BPEMEHH
YAEPHMUBAHWA OCHOBHOI'O ITHKA Ha
XpOMaTorpaMme CTaHIapTHOTO pacTBopa

HaunmeHoBauue TpebGoBanus HopMaTHBHONH TOKYMEHTALMH Pesyabrarst ananuzon
nokasareiei N
Onucanue OganpHble, cllerka NBOAKOBLITYKJIbIE Oganeuble, clierka
TabNETKH, OKPHITHIE MAEHOYHON 060I04KOH ABOAKOBBITYKJIbIE Tabnerky,
CBETJIONO XKeJITOBATO-KOPHHUHEROTO 1{BETA. MOKPBLITHIE ILIEHOMHOH |
Bua na nanome: wepoxosaras macca ot 06G0JI0UKOH CBETIOr0
6e10r0 10 CBETI0I0 JKENTOBATO-KOPHIHEBOrO KEJITOBATO-KOPHYHEBOrO LIBETA.
LBETA C IUIeHOUHOH ofomoukoil crerioro Bua na wminome: wepoxosatas
HKEJITOBATO-KOPHYHEBOI'O LBETA. macca  Genoro  mBera ¢
TICHOYHOH 000104KO#
CBETIIONO HKEITOBATO-
KOPHYHEBOIO LBETA.
[ToannuHoCTE Bpems yaepikuBaHus 0CHOBHOrO MHKa Ha IMoareepsxaeHo

Tabnerku e powkHe! pacnagarses 8 0,1 M
pacTBOpe XJIOPHCTOBOJOPOAHOH KHCIOTHI B

_TeueHue 2 u.

CootBeTcTByET

PacTtBopeHue:
- KHCNIOTHAas cTaaus

TaGnerkn nomkusl pacnanarsea B pocdhaTtHom 14 MuH.
Oydepe pH 6,8 B reuenune 60 MHH.
He 6onee 10 % nauronpasona oT 3aspieHHOro 0%—-0%

KOJIMMEecTBa uepes 2 4.

cpeiHee 0 %

Pacteopenue:
- Gydephas cragus

He menee 75 % (Q) nanronpasona ot
3adB/ICHHOTO KOJTHYECTBA vepes 45 MUH.

97 % -99 %
cpennee 98 %

PojcraenHbie npuMecu [Mantonpazona cynsdhon — He Gonee 0,3 % 0,14 %
[Manronpaszona cynepua — ve 6onee 0‘,2 % <=(0,10% _
! IManTonpasosa N-okena — He Gonee 0,2 % <=0,10%
[ JhoGas Apyras eMnnYIas f'epumecL - He Goree <=0,10%
1 0,2 %
Cymma ripumeced —ne Gonee 1,5% | 0,14 %
Mukpobronoruueckas | [d P, KaTeropHs 3A. CooreetcTBYET
et LI | S i
OaHOPOAHOCTS [Toxaszarens npuemnemoctu (AV) He Gonee 5,9 %

15,0 %.
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Herpa, 25.02.2020 1,
Crp.2/3

IMacomopt Ne 040000869603/2

KonuuecrseHHoe
onpeaeneHue

" He menee 95,0 % u ue Gonee 105,0 %

MAHTOIPA30/1a OT 3aABICHHOTO KOJTHYCCTBA,

99,6 %

Ynakoska Ilo 14 Ttabnerox B KOHTYPHYK sueiikoByw | [lo 14 Tabnerok B KOHTYpHO¥
YNAKOBKY M3 KOMOMHHPOBAHHOIO MarTepualia | s4eiHKoBOH yIaKoBKe u3
| OITA/An/TIBX 1 donsru amoMuHueBoi, KOMOHHHPOBaHHOTO Matepualia
| Io 1, 2, 4 xontypubie suciixosble ynaxoskn | OTA/An/IIBX H thonbru
| BMECTE ¢ UHCTPYKLMEH 110 [PUMEHEHHIO | aFOMHHUEBOM.
| IOMELLAIOT B NAUKY KAPTOHHYH). ITo 2 xoHTypHble s4elKkOBbIE
‘ YIMaKOBKH BMECTE C
MHCTPYKLMEH 10 NPUMEHEHUIO
) i MOMEMUICHbI B A4Ky KAPTOHHYIO.
MapkupoBka ' Ha KONIMYPHOU Auetixogoll  ynaxosxe | Ha — xoumypHnoil  auetikosoti
| YRAIBIBAION. VHAKOGKE YKAZAHO!
TOProBO¢  HAMMEHOBAHHME  MNpenapara ¢ | TOProBoe HaUMCHOBaHHE
NpeaynpeIHTElbHOH MapKUpPOBKOH ®, | npenapara ¢
MEeXTYHAPOHOE HENaTeHTOBAHHOE | MPeNypPeHTeNbHOH
HaWMEeHOBaHHe, NeKapCTBEHHYIO hopmy, | MApKUPOBKO ®,
JIO3HPORKY, TOBAPHHKIH 3HaK (upMbl- | MEXAYHAPOJIHOE
MPOH3BOAUTENS (HA NATHHULE), HOMEP CEPHH W | HENAaTeHTCOBRAaHHOE

CPOK FOIHOCTH.
Ha nauxe xapmoruol yraseigarom,

TOProBOE  HAMMEHOBAHME  npenapara ¢
npeaynpeauTeNbHOM MapKHPOBKOH ®,
MECHIAYHAPOAHOE HCNATCHTOBAHHOC
HAHMEHOBaHHE, JEKAPCTREHHYIO hopmy,
JO3HPOBKY, KOJMHECTBO Ta0/IETOK B YUAKOBKE,
Ha3zBaHWe [JEHCTBYIOWEro BeulecTsa W ero
KoxvecTBo B | tabnerke, «BenomorarensHoie
BEUIeCTRA! copOUTO1,  TPONHWJIEHITIHKOb,
MAaHHHMTOJ H APYIHE, YKA3AHHBIE B HHCTPYKLHH
o npuMeHeduo», cnocod npumeneHus: «Jlns
[PHEMA BHYTPbY, YCJIOBMS XPaHEHMs, YC/IO0BHUA
OTIyCKa, TOBapHbIH IHAK upmbl-
NPOW3BOAMTENA (Ha TaTHHHLE), HA3BAHME, a1pec,
tenehon v dakc  QHUPMBI-TIPOM3BOAUTENH,
MPEAYIIPEAHTEIbHBIE  HAMIHCH!  «XPaHUTL B
HCAOCTYIHOM Ans jgeTeill mecte.n, «[Ipuvensrs
MO HA3HAYEHHIO Bpaya.», pPervcTPALHOHHBIH
HOMED, HOMEp CRH/IETENLCTRA Ha TOBAPHBIH 3HAK,
HOMEp CEPHHM, CPOK IOJHOCTH M WITPHUX-KOI,
NPOU3BOICTBEHHDBIN Ko/ YIAKOBOYHOIO
marepuana.

JlonyckaeTtcs HaHeceHME HAa MAYKY KAPTOHHYIO
KOHTPOABLHOrO  (MASHTHHKAUHOHHOTO) 3HaKa
(KH3) c OJTHBIM HITH YACTHYHBIM
aybnupopanueM nudopMmalui, coaepikaeics B
HEM B BHJIE YMUTAEMOr0 MNE4aTHOro TekcTa ¢
LesIbIo MOHHTOPHHTA JIBHOKEH ML
JIEKAPCTBEHHOTO TIpenaparta OT TMPOU3BOAHTENH
HO KOHEHHOrO I'IOT}IJCGHTEHH.

HAMMEHOBAHME, JIEKAPCTBEHHASA
dopMa, J03IMpPOBKA, TOBAPHBII
3Hak GHPMBI-ITPOH3BOAUTENA (Ha
AAaTHHULE), HOMEP CEPHH H CPOK
rOAHOCTH.

Ha navuxe xapmonnoit yxazamo:

TOProBoe HAaUMEHOBaHHE
npenapara c
NPEAYIPEANTENBHOM
MapKHpPOBKOH ®,
MEXKYHAPOIHOE
HEMATEHTOBAHHOE

HAUMEHOBAHME, JIEKAPCTBEHHAA
dopma, 103MPOBKA, KOJIMHECTBO
TalIeToK B YIIAKOBKE, HA3BAHHE
HAEHCTBYHOWETO BEUICCTBA H €ro
konuuecTBO B 1 TabneTke,
«BernomMorate/bHble  BELIECTBA:
copOUTON,  MPONMHACHIIHKOE,
MaHHHMTON W JIpyrue, ykasaHHbIe
B MHCTPYKLHU no
NPUMEHEHHIOY, cnocob
npuMeHenus:  «llna  npuema
BHYTPb», YCHOBHA XpaHEHHA,
YCJIOBHA  OTNYCKa, TOBapHIi
3HaK QUPMBI-IPON3BOAMTENS (Ha
NAaTHHUIE), Ha3BaHWe, alpec,
TenedoH W dakc  duUpMEL-
[POM3BOAMTEIH,

IIPEAYNPEANTENBHbIE  HAJITHCH!
«XpaHHTh B HEAOCTYIMHOM /A
nereii Mecre.», «llpumensaTs no
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| Hasnauenuio Bpaya.»,
PEruCTPAMOHHEIH HOMeEp,

HOMED CBW/IETENIRLCTBA Ha
TOBAPHBLIA 3HAK, HOMEp CepHHM,
CPOK TFONHOCTH M IITPHX-KOJ,
| TIPOH3BO/ICTBCHHBIH KOI
| YNIaKOBOYHOTO MaTepHaia.
Hanecen Ha nauky KapTOHHYIO
KOHTPOJIBHbIH
(naenTHdHKAUMOHHBIH)  3HAaK

XpaHeHue [Tpu Temnepatype He Beile 25 °C, B CootsercTByer
» OPHIHHAJILHOH YIIAKOBKE.
_Cpok rogsoerd 5 ner. . 5 ner

ZawoycHue: CoOTBETCTBYET TPeOOBAHMAM HOPMATHBHOH JIOKYMEHTALMH.

Hacrosiuit nacnopt sBisiercs HenpasieHHOH Bepeuneil nacniopra ot 07.02.2020 r.
WcripapieHus He BIMSIOT Ha KAUECTBO MPOIYKLHH.

Hara seinycka B peannsannto: 11.02.2020 r.

Jlara BHeceHus u3MeHenus: 25.02.2020 r.
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