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® NOJSIUCQH

OBLUECTBO C OTPAHMYEHHOW OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEBTUYECKAR OUPMA «NONMCAH»

AHanHTHYecKHH nacnopt Ne 1085

192102, Canxr-Nerepbypr, ya. Canosa, 72, kopn.2, /ur. A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Ilpenapar: IUKJIO®EPOH® pacrsop nas BHYTPHBEHHOI0 H BHYTPHMBIIIEYHOI0 BBEIeHHS
125 mr/ma
Cepas: 771120 P N001049/03
®opma BeImycka:  (ammyna) 2 Mt X 5 (mauka KapToHHas)
KonmnuecTtso: 44304 ym.
aTa H3roTOBJICHHA: HOAOpp 2020 1.
IMokazaTens TpeGopauns HI{ P N001049/03-091118, usm. N 1 Jlannbie ananuza
1 2 3
1. Omucanue Ilpo3paunas XHAKOCTS KETTOrO UBeTa Ipo3paunas »unxocTs
(BusyansHuwii meton, I'd PO*) x&nroro usera
2. [loanuHEHOCTS:
- AKDHAOHYKCYCHAA KHCAOTA Chnexipsl  NOrIoWeHHA  HCOWITYEMOrO PacTBOpa M pacTBOpa
cpasiennn (b) 8 obnacti or 340 no 450 MM fODKHM HMeTs CooTBeTcTBYIOT
nuumyuuuummuyuunpuomnmmnnmm
(CrextpodoTomcTpia B ynsTpadmonctosolt ¥ sumMofi obnacrax,
I'd Po*)
Bpems  ynepaHBEHHA OCHOBHOTO mnMKa Ha XPOMATOrpaMmMe COO'merc‘mye'r
HCNBITYEMOTO PACTBOPA, NMPHIOTOBACHHOMO AN KONHYCCTBCHHOND
OMPCAC/ICHHA, NODKHO COOTBETCTBOBATE BPEMEHH YICPWHBAHHS
OCHOBHOIO TNHKA HA XPOMATOrPAMMC DacTBOpa cpasHenua (b)
(BN, ' Po*)
. AXPHAO Henuryemuilt pacTeop, npurotoRnenmmit s KOTHYECTBCHHOIO
— TR ONpCACNCHHA, HMCCT  XApaKTCPHYW  (PHORETOBO-CHHIOI Coorsercrayer
JOMHHE CLICHLIHIO
(Bsyamousii Meton, I'® PO*)
= MCTTIOMHH [MamHo PO30BATO-OPAIDKEBOTO LBCTA METIOMHHA HA XPOMATOIpaMMe
(N-ueTwirmoxammn) HCMBITYCMOMO DAcTBOPA MO DOIOKEHHIO, OKPACKE M BEIHYHIE [pucyrcteyer
AOJDKHO COOTBETCTBOBATH NATHY
MCTIOMHHA HA XPOMATOTPAMMC PACTBOPA CPABHCHHA
(TCX, I'd PD*)
3. IMpospagHocTh Jlomxen GuIT po3pagHLIM (I'D PO*) Tpo3spaunsiii
4.pH Ot 6,5 no 8,0 (T po+, NOTEHUHOMETPHYECKH) 7,9
5. MexaHH9eCKHE BKIIOUEHHS:
- BHIMMEIE MEXaHHYeCKHe Homken cooTBeTCTBOBATE TPEGOBAHMAM Cootsercreyct
BKIIOYEHHSA (F® Po*, Bu3yansueif MeTo1)
Cpemee wHcno vacTHu pasmepom 10 MKM M GOfice HE HOTKHO 10 mxm u Gonee — 12
- HEBHIMMbIE MeXaHHIeCKHe npessmats 6000 s oanolt ammyne, cpemce YHCNIO HACTHL PASMEPON Ha aMmyy
e 25 umﬂﬁommmmrpenmnmwmomllmym(rww, 25 MM H Gonee ~ 1
BEIOY Meroa 1) Ha anmy Ty
6. PoncTeennsie npHMecH Exunudnas HenaeHTHQUUHpOBaHHAS NpHMech — 0.05
ne Gonee 0,20 % (BIXKX, ['® PO*) ’
Cymma npumeceit — we 6onee 0,50 % (BIXX, I'o PO¥*) 0.06
7. Harnekaemsilt o6uéM, M He meHee HomuuanbHoro (Md PO*) 20
8. BakTepRaNbHEIC JHAOTOKCHHE, Tpenenbhoe conepxanne Menee 0,5
EJ/Mr akpuaoRykcycHo# KueIoTHI He Gonee 0,5 (M PO*, meton A)
9. CrepwibHOCTE HomkeH 6HTH CTepHITLHBIM Crepunbabif
(I'e PO*, MeTon OpAMOTO Nnocesa) CepHi BHMYMENa N0
_DapamcTpaM |
10. KomuecteenHoe onpeaenenue Ot 118 no 131 mr/mn CysH; | NO; 124
(aKpHIOHY KCYCHOM KHCIIOTHI) (BIXX, I'D PO*)
Ot 87 mo 106 mr/ma C7H;sNOs 96
(N-MeTHITIIOKAMHHR) (T uTpuMeTpus, I'd PO?)
11. Ynakopka Tlo 2 mn B amnynmi H3 KOPHYHEBOTO CTEKNA, [Mo 2 wa » aumynax ms
Ha aunyxny naxnessaror smuxerxy CaMOKNIEAITYIOCH. KOPHYHERBOIO CTexna.
Mo 5 ammya nomemaioT » KOHTYPHYIO F4ehKOBYIO ¥ y K Ha aunyny maxnecua yruxena
e e e e v | ST | s
mwné
1 xoutypuywo "‘.m; y ¢ :u ii no AICHKOBYIO YHAKOBKY H3 INEHKN
MCIHIMHCKOMY NPHMEHEHMIO NOMCIANT B NAYKY H3 KAPTOHA. AR NS AMOR.
Mwmmmmemmunmm Kosmypuas reciixonas ynaxosa
3AKNECHR ITHKETKAMH, :'Pm [os—
1 xoHTypHAs xuciixoBas yaxonxa
BMECTE ¢ NHCTpYKumMeh no

MPHMEHCHHIO NOMCMICHA B NAYKY

W3 KapTOHA.
TpeGosanms HJ x ymaxosxe
colmomen.
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12. MapkupoBka 1) llepBHyHas ynakoBKa. :}::mmﬂ-
Ha amiryiax Ha CaMOKIEACHCA ITHKETKE YKa3bIBAIOT: | yraxerxe yxasam: Tosapeuiit snax
TOBApHBIi 3HAK [IPOM3IBO/IATEIS, TOProBOe DPOWIBONHTENS, TOPIUBOC
HaHMEHOBaHHE JIEKAPCTREHHOTO Npenapara ¢ p——_ S ——
npeynpeAHTeNbHOH MApKHPOBKOH ®, KOHUEHTPALMIO | uapkuposkoil ®, xomentpatins »
B MI/M1, 0GBEM B MIWUTHIHTPaX, HOMEP CEPHH, CPOK m et
FOINHOCTH, JIEKApCTBEHHYIO dopmy. AcKkapeTBCHNAx popMa.
2) NMpoMexyTOUHAR YNAKOBKA. 2) Nipomexyrouuas ymaxosia.
Ha mnéHke noxposHOH WK Gobre AMOMHHHEBOMH ToRapHM AKX TPORIBOZNTERE.
YKa3slBAKOT: TOBapHbIH 3Hak npomssoaurena. Ha 3) Bropumas ynaxosxa.
KOHTYPHO# s4¢iiKoBOi ynakoBKke, CKICCHHOH ¢ e ——
donbroit AMOMHHHCBOH, IONONHATE/BHO YKAIBIBAIOT | 3Max, a1pec, TEIL/(AKS, TOProsos
HOMEp CEPHH H CPOK FOHOCTH. s e o
3) Bropuinas ynakoBKa. uapxupoBkoR ®, TPYTITHPOBOUHOE
Ha nayxe yXa3hiBalOT: HAHMCHOBAHHE IPOMIBOMHTEILA, | HaseHosamic Aexapemenym
€ro ToBapHsIi 3HaK, anpec, Ten/dakc, Toprosoe mﬁl .
HAHMEHOBAHHE JIEKAPCTBEHHOIO [Ipenapara ¢ MPENapaTa B MEUTHANTPAX, COCTAR
NpeTynpeKTe RO MapKupOBKOf ®, plimmigarsiosisr
IPYNNHPOBOYHOE HAMMEHOBAHHE JIEKAPCTBEHHOIO BCNOMOTATETLHOND BEIMIECTE,
npenapaTa, 1eKapcTBEHHYI0 (POPMY, KOHLEHTPALMIO B mw::
mr/mn, oOBEM Mpenapara B MWUTHIHTPAX, COCTaB ¢ B HEOCTYTIHOM TUtx neTeh
yKasaHHEM HAMMEHOBAHHA H KOIHYCCTBA uccrel, « CTEPUITLHO,
YCNOBRA OTTTYCKS, Cnoced
AeACTBYIOIIEro H BCIIOMOraTe/ibHOIO BEMIECTB, MpHMeneH, HOMED
YCIOBMA XPAHEHHS, «[IPHMEHSTS MO HA3HAYEHHIO PETHCTPALIHONHOFO
Bpaua», «XpaHHTS B HEOCTYTHOM MUIA AeTel MecTely, | Lo el Thee T0
«CTEPWJIBHO», ycnoeus oTmycka, cnocob MMy B yTIAKOBKE, HITPHXOBON
NPHMEHEHHA, HOMEP PETHCTPAIHOHHOTO i EAYNA 3}*""‘,‘”‘
YAOCTOBCPEHHA, HOMEP CEPHH, CPOK FOHOCTH, ‘
KOJNHYECTBO aMITyJ B YNAKOBKe, ITPHX0BOM ko EAN- | #o0paxcise aumym %
13, papmakon (pharmacode), rpadrueckoe o ————
H300paxkeHHe aMnyJihl & JONONHHTENbHBIE HAAMHCH: ) '
NHKTOrpaMMbi, paCHIH(QPOBKA MHKTOrpaMM werapcraensas popra KH/IKA S
«®nexapcrpennas popma KHJIKA S, e s
«aka cnoco6 npamencnns BHYTPHBEHHO», et
«aa ciocob npumenenns BHY TPUMBILLEYHO», =R
« | papmaxorepanesTHueckas rpyrma [IPOYHE R
HMMYHOCTHMYJIATOPbI. Jlonyckaetca L1 I
HaHeceHHe CPE/ICTB HACHTH(HKALMH U4 CHCTEMBI T
MOHHTOPHHIA ABHXCHHA JICKADCTBEHHBIX NPCNAPATOB. | HACHTHOMKAIME A/ CHCTEMM
MOHUTOPHHIS JIBHAKEHRS
NCXADCTBCHHMX MDETIAPATOR.
13. Xpauenne B 3amMmEHHOM OT CBETA MCCTe npn Temnepatype ot 0 1o 25 °C. B 3ampmEHHOM OT CBCTA
MecTe npH Temneparype ot (
a0 25°C.

* _ neiicteyiomiee wananne Iocynapcrsennoit @apmakonen Poccufickoii Genepaumn
3akmouenue: coorsercrayet Tpebosannam HJI P N001049/03-091118, u3m. Ne 1

Jlara Bbinaun nacnopra: 11.12.2020

3aeenyrommii KAnJI
Hauansuuk OKK

JlupeKkTop no kauecTBy

Cpok roasocth ao: 11 2025
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HayuHO-T8XHO
cpaagmqaueafmmn Dupma

«NONUCAH»
[N AOKYMEHTOB

HHC-KO-2000-0160 «KoHTpOAb 1IPOH3BCACHHOR NPpOAYKLK», Bepcun 9. Jlata ssenenns: 05.11.2018

-+~ A.B.Ckok

A. H. ®&poposa

C. H. CxopHk



000 "HayunHO-~TexHONOTMuUECKas bapmManesTuueckas dupma "IIOJMCAH"

PASPEINEHME HA PEAJIMSAIIMIO
or 16.12.2020

[Ilpenapar, ¢opma BrNycka

OPEPOH pacTeO A BH MBEHHOTO M B VMMBII@YHOT'O BEEIeHUS
25 Poccuitck a & T
Cepua 771120
KonmmyecTro no xoHTpons 44 304 ynxk
KonmuecTBOo nocne xourpons 44 218 ynxk
W AnamTudyeckoro nacnopra 1085

AHaMB3 DPOMSBONCTBEHHON AOKYMeHTaIMM
Hlocbe Ha cepup mnpoBepeHo Ha
flocbe Ha cepun omobpeno da

Kpuruieckue oTksoHenus oTcyTcTByor  Ja

Cepusa npomussBeneHa u NIPOKOHTPONMMPOBAaHA B COOTBETCTBMM C JMUEH3IUEN
Ha NPOM3BOLCTBO JIEKAPCTBEHHHX CPencTs, TpeboBaHMAMMU
PETIMCTPALMOHHOTO NOChe, TPeOOBaHMAMM OPTaHM3ALMM NPOM3BOLCTBA MU
KOHTPOJIA KadYecCcTBa JIeKAPCTBEHHHX CpencTB (npaBun GMP), a raxke
MHEMM TpeOOBaHMAMM NEeNCTBYOWETrO 3aKOHONATENbCTBRA.

[lponyxuma paspemeHa k pealusauuu da )

YrnonHCOMOYeHHOe JIMUO

Benynmit uuxeHep no
KayecTBy CrenaHoBa M.C.

(nonxHocTs ) N—tfonmsce) /| (pacumpposka noanmcu)

[lonoxeHme o JMUe, OTBETCTBEHHOM 3a BHIIYCK cepun ( YNOJHOMOYeHHOM
JiMue no kKadvecTsy), marTa yrs. 05.12.2019
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