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ITpenapar:

125 mr/ma
Cepns: 771120
dopMa BBHITYCKa:
KonuuecTno: 44304 ym.

WHTenneKT Ha 3awure

® No2IMCQOH

Jlata H3roToseHuA: Hos6ps 2020

OBLUECTBO C OrPAHWYEHHOM OTBETCTBEHHOCTbHIO
«HAYYHO-TEXHONIOTUYECKAA G®APMALEBTUYECKAA OUPMA «NOIUCAH»

192102, Cankr-Netepbypr, yn, Canoea, 72

AnanuTHyeckHl nacnopt Ne 1085

(ammyna) 2 M X 5 (1aUKa KapTOHHAS)

T.

, KOpN.2, MUT. A,

Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

HMKJIO®EPOH® pacTsop jisi BHYTPHBEHHOTO H BHYTPHMBINI€YHOr0 BBeACHHS

P N001049/03

TMokazaTe/ib Tpe6opanus HJ{ P N001049/03-091118, u3m. N1 Jaunble aHAIH3A
1 2 3
1. Ommcanue Tpo3padHad JKHAKOCTh KEITOTO LBETa Ipo3pauHas KUAKOCTb
(Busyanerbiit MeToz, D PO*) KENTOro LBETA
2. [lomMHHOCTE:
- AKPHOHYKCYCHAA KHCIOTa Cnextpsl MOTMOMCHHA HMCMBTYEMOrO pacTsopa M pacTsopa
cpaperma (b) B ofmactH oT 340 g0 450 HM JODIHB HMETH CoOTBETCTBYIOT
MAxkCHMYMB H MHHHMYMB TIpH OJHHX H TeX e JUTHHAX BOJIH
(CnextpodoTomeTpus B YabTpadmoneToBoi H BHIHMOH obnacTax,
I'd PO*)
BpeMs yICpKHBAHHA OCHOBHOTO TNHKAa HA XpOMATOIPAMME CooTBeTCTBYET
HCIILITYEMOR0 PACTBOPA, MPHTOTOBIEHHOIO JUIA KOMHUCCTBEHHOIO
onpejeieHHA, AO/DKHO COOTBCTCTBOBATE BpEMEHH YACPMHBAHMA
OCHOBHOTO THKA Ha Xpomarorpamme pactsopa cpasherms (b)
(BIXX, I'd PO*)
- COE/JHHEHHA AKPHIOHOBOTO PAAA HcnbTyeMsiit pacTBOp, NPUIOTOBICHHHH JUIA KOMHYECTBEHHOrO CoOTBETCTBYET
OfpeacneHuA, HMEET  XApaKTepHylo (HONETOBO-CHHIOID
MIOMHHECLCHLHIO
(Busyarmsnsit Mcton, 'O PO*)
- MEITIOMHH TI4THO PO30BATO-OPAIDKEBOrO WBETA METMOMHHA HA XPOMATOIPAMME
(N-METHITIOKaMHH) HCTEHITYEMONO DACTBOPA N[O DONOXEHHIO, OKDACKC M BENHUHHE IIpucytcTByeT
JOJDKHO COOTBETCTBOBATD NATHY
MErTIOMHHA HA XpOMATOIPaMMe pacTeopa CPaBHCHHA
(TCX, I'D PO*)
3. IIpo3pagHOCTh JomkeH OBITE MPO3pavHLIM (' PO*) IIpo3pauHslii
4. pH Or 6,5 10 8,0 ([® PO*, MOTCHIHOMETPHICCKH) 7,9
5. MexaHuqeckHe BKIIOYCHHAA:
- BHIHMBIE MEXaHMIECKHE JloMmKeH COOTBETCTBOBATH TPEGOBAHKAM CooTBETCTBYET
BKTIO9EHHA (T® P®*, Bu3yanbHbIA METON)
CpenHee YHCIO YacTHIL PaSMCPOM 10 mMxm u Gonee ne NOJDKHO 10 mxm 1 Gonee — 12
_ A npesHmans 6000 B 0AHOM aMITynie, CPEIHEE YHCNIO HACTHIL PA3MEPOM Ha aMITyJTy
HEBHIMMEIC MCX P 25 mxcu | Bonee He N0JDKHO NPeBHmaTs 600 B oaHof aMmyne (TO PO*, 25 mxm M Gonee — 1
BK/IIOYEHHAA Mertoa 1) : HA AMITYITY
6. PoacTBeHHBIE IPHMECH E/MHAYHAA HeHACHTHOHIHPOBAHHAA TPHMECD — 0,05
pe Gonee 0,20 % (BOXX, I'D PO*)
Cymma npameceti — He Gonee 0,50 % (BOXX, T'® Pd*) 0,06
7. WssnexaeMbifi 06BEM, M He menee HomuHaabHOro (' PO¥) 2,0
8. BakTepHaJibHBIE IJHAOTOKCHHEL, INpenencHOE COlepXaHAe Memnee 0,5
E3/Mr akpHIoHyKCYCHOH KHCIIOTH He 6onee 0,5 (T® PO*, meTon A)
9. CTepHNBLHOCTD JlomxeH GHITH CTEPHIBHBIM CrepwibHbif
(T® PO*, METOA IPAMOTO TIOCEBA) CCpHA BRIMYMICHA N0
napaMeTpam
10. KonxuecTBeHHOE ONpeeNieHHE Or 118 no 131 mr/mn CisHiNO3 124
(axpunoHyxcycHoH kucnoTs) (BIXX, I'e PO¥)
Or 87 o 106 mr/mn C7H17NO:s 96

(N-meTAnrmokamuHa) (Turpumerpus, F'® POY)

11. Ynakopka

Mo 2 Mn B aMmy/THl H3 KOPHYHREBOrO CTEKNIA,

Ha aMmy:Ty BaKICHBAIOT JTHKCTKY CAMOKIEANIYIOCH.

[To 5 aMITY.I NOMEIAIOT B KOHTYPHYIO AHEHKOBYIO YIAKOBKY H3 IIEHKH
NOMMBREWTXIOPHIHOH, KoHTYpHYIO fieiKOBYIO YNAKOBKY TEPMOCKICHBAIOT C
nnéuxofi noxposrolt wnH GoNErok AMOMPHREBOH HTH OCTARILOT OTKPHITOR.
1 xoHTYPHYIO fueiKoBYIO YNAKOBKY BMECTE C HHCTPYKUHMEH no
MEFTHHCKOMY NPHMEHEHMIO IOMEIAIOT B NAUKY H3 KapTOHa.

JlAR KOHTPO/A TIEPBOTO BCKPHTAA GOKOBbIE KIANAHL (A4KA MOTYT (%09
AAKIEEHE JTHKETKAMH,

[To 2 mn » aMmynax W3
KOPHYHEBOTO CTEKNA.

Ha amMmyny HaknccHa ITHKETKA
CaMOKNEAIIARC.

5 aMImyn noMelleHH B KOHTYPHYI0
A9eHKOBYIO YIAKOBKY W3 MUIEHKH
NOMHBHHIIXIOPHAHOM.
Kouryphan sacfixosax ynakosxa
TepMOCKIiceHa

¢ NNEHKOA OKPOBHOH.

1 xoHTYpHas A4cHKOBAA YNAKODKA
BMECTE C HHCTpYKuMe# no
TIPHMEHEHHIO IOMEIEHa B NAIKY
13 KapTOHA.

Tpe6osanns HJ| x ynaxoske
colmoneH:.

MHC-K0O-2000-0160 «IKoHTPO/Ib MPOH3BEAEHHOH POy KIHH», Bepcus 9. Iara eeenenma: 05.11.2018



1 2 3
12, Mapkuposka 1) Ilepenunas ynakoBka. &'L‘Ty;l":: i
Ha ammynax sa camoxnesmedica stHxeTke YKA3BIBAIOT: | yrayerxe yxasars: Tobapmash 3nax
TOBAPHBIH 3HAK NIPOM3BOAHTENS, TOProBOE MPOHBOTEAS, TOPrOBOE
HAHMEHOBAHHE JIEKAPCTBEHHOTO MPeNapaTa ¢ o b s B
TIpEAYNpeHTe b HOH MAPKHPOBKOH ®, KOHLEHTPALMIO | uapruposkok @, KOHueHTPAmAA B
B MI/MJI, 0GBEM B MIJLTHIIATpAX, HOMED CepHH, Cpok mm s
TOMHOCTH, JICKAPCTBEHHYIO (hopMy. nckapeTecHnax (opma.
2) lpomMexyTouHaR ynaKoBKa, g _lm-u:nm. Jrom—.
Ha miéHke noxposro# win $posbre amoMuHueRoi ToRepah e TR
YKa3HWBAIOT: TOBApHBLH 3HaK npoH3soauTens, Ha 3) Bropsranag ynaxonxa.
KOHTYPHOM SuelikoBol ynaKoBke, ckeeHHOM ¢ Hn;me;W°
(obroif amioMHEHEBOH, JONONHATE/HO yKa3LIBAIOT A, anpes, Ten./paxc, Toprosoe
HOMED CEPHH H CPOK TOHOCTH. B szt sl
3) BropuuHas ynakoBka. Mapxuposkol ®, rpynIHPOROTHOE
Ha nauxe yka3sisaior: HanmeHoBanHe TPOH3BOAMTENA, | MARMEROBAHHE NCKApCTBCHHOTD
€ro TOBAPHEIHA 3HaK, anpec, Ten./dakc, Toprosoe mm“m =
HAHMCHOBAHHE JICKAPCTBEHHOTO NpENapaTa ¢ MPENapaTs b MILTHARTPAX, COCTAD
NpeRYTPEIUTE/IHONR MAPKHPOBKOH ®, :m&:’;:;:m:
IPYNNHPOBOYHOS HAHMEHOBAHHE JICKAPCTBEHHOIO aTensHoro 5
Npenapata, ICKapCTBEHHYIO (HOpMY, KOHIEHTpAIHIO B e
Mr/mi, o0béM npenapara B MHIUTHJIHTPEX, COCTaB C B HENOCTYMHOM [Ix AcTei
YKa3aHHEM HAHMEHOBAHHAA H KONHYECTBA ;:;:L: ﬁ“‘c‘:&gg
ACHCTBYIOWIETO X BCIOMOTATENEHOIO BEIECTS, EphMencam, Homep
YCNoBHA XpaHeHHd, «[IPHMEHATS 10 Ha3HaYeHHIO PeTHCTpaURORHOrO
BPaday, «XpaHHTS B HEAOCTYHOM /LA AeTel MecTely, o s i o
«CTEPHJIBHO», ycnosns ornycka, cnoco6 MIYN B ynaKonke, IITPHX0BON
NPHMEHEHHA, HOMEP PErHCTPALHOHHOrO KOA E"”’”}“’r?;';‘:;'; -
YAOCTOBEPEHHA, HOMEP CEPHH, CPOK MOJHOCTH, '
KOJTHICCTBO aMITy.l B YNAKOBKe, I TpUX0Boit kog EAN- | :sobpasense aunym )
13, papmaxon (pharmacode), rpagmueckoe 15 emmpnec sl
mobpaxenue amnynsl & nonomauremsusie namicH: 3"“""’“"
IHKTOrpaMMBl, pacii@poBKa MUKTOrpamMm “apuapcratsmas dopra HHIKAS,
«@exapcTeennas opMa JKUTIKA ST», T
«& coco6 npramMenerns BHYTPHBEHHO», [ B THAR: B
‘@ cnocob npuMerenus BHY TPUMBIIIEYHOy, 1.7
«al tbapuaxonfepanemqecm rpymna [IPOYHE i e e
MMMYHOCTHMYJLATOPbI. Jomyckaercs )
HaHECeHHE CPeACTB HACHTHOHKALMH [JIS CHCTEMBI o) e pn
MOHHTOPHHI2 IIBIKEHHAA JIEKAPCTREHHBIX PENapaToB. WIEHTHOHKALIN JULX CHCTEMM
MOHETOPHHIA ABIKCHHE
HBIX PaTOR.
13. Xpanenue B saupungHHoM ot ceera MecTe npu Temneparype ot 0 no 25 °C. B 3anunnem;ou OT CBCTA
MECTe pH TeMniepaTtype ot 0
1025 °C.

* - nelicTByI0ImEE H3naHHE Tocynapcreennoit ®apmakonen Poccuiickoi ®enepaupnn

3akmoyeHHe: COOTBETCTRYeT TpeboBanuam HJ[ P

Hara Bemaum nacnopra: 11.12.2020
3asenyrommuii KARJI
Hauamsuk OKK

Hupexrop no kagectny

N001049/03-091118, u3m. Ne 1

Cpoxk ronsocTu no: 11 2025

CankT-NeTepbypr
HayHHO-TEXHONOMHECKan
thapMaLesTHHeckan dvpma

«NONNCAH»

[ins QOKYMEHTOB
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000 "HayuHO-TexHOJNoOIMueckas papMauneBTHdecKas pupma "IIOJMCAH"

PABSPENEHME HA PEAJIMBAILMID
or 16.12.2020

llpenapaT, ¢opMa BHIYCKa

OMKJIOSEPOH pacTBOp NS BHYTPUBEHHOI'O M BHYTPUMMUIEHHOTD'O BEENEHMA
125 mr/mn, 2 ma, W5, Poccumckas denepanus (TéMHOE CTEeKJIO)

Cepusa 771120
KonmudecTBOo A0 KOHTPOIA 44 304 yuxK
KonMyuecTBO [I0CJIe KOHTPOJA 44 218 ynk
N AganumuuecKoOr'o [acrnoptTa 1085

AHanM3 NPOMSBOACTBEHHOM NOKYMeHTAIMM
Ilocske Ha cepMo IIPOBEpPEeHO Ioa

Ilocke Ha cepun onodpeHOo Oa

Kpurtrdeckue OTKJIIOHEHMS OTCYTCIBYRT Oa

Cepus npousBeleHa M [POKOHTPONMMPOBaHa B COOTBETCTBMM C IMueHsuen
Ha TNPOM3BONCTBO JIEKAPCTBEHHHX CpeAcTB, TpeboBaHMAMK
perMCcTPauMOHHOTO AoOChe, TpebOBaHMAMM OpTaHM3alMKM NPOM3BOACTEA ¥
KOHTPOJIA KadeCTBa JIEKAPCTBEHHHX CPelCcTE (npasun GMP), a Taxkxe
UHEIMM TpeBOBaHMAMM IeMCTBYOUWEIO 3aKOoHOOAaTeNbCTRA.

VIIOJIHOMOUYEeHHOSe JIMUO
Benyuwmit MHXeHep I10
KaueCcTBY Crenasosa M.C.

(DOJIKHOCTE ) S ¢ronmce) f/ {pacumdppoBka noanucu)

HojloxeHue O JMle, OTBETCTEEHHOM 3a BHNYCK cepun ( YIIOJIHOMOYEeHHOM
mMue no KauecTBy), mara yre. 05.12.2018




