anoposbs

[Tpenapar:
50 mr/ma

Cepus: 20322

UHTennexKT Ha 3awute

® NOJINCOH

OBLWECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHONOMMYECKAA GAPMALEBTUYECKAA OUPMA

«MO/IUCAH»

192102, Cankr-Netepbypr, yn. Canosa, 72, kopn.2, nuT.A,

ten.: 812 710 8225, daxrc: 812 764 6284, e-mail; info@polysan.ru
AnanuTHYyecKkHil nacnopr Ne 297

MEKCHIIPUM?® pacTBop 2151 BHYTPHBEHHOI0 M BHYTPHMbIIIEUHOT0 BBCACHHS

JIC-001668

@opma BBIYCKA: PacTBOP UIA BHYTPHBEHHOIO H BHYTPHMBILIEYHOrO BBEACHHMS, 50 MI/Ma
(amnyna) 2 mn x 10 (mauka kaproHHas)

KonuyecTno: 57568 ym.

Jara uaroroenenus: mapr 2022 r.

Jannbie anainia

IMokazatenn

Tpebosanus H JIC-001668-100913,
H3M, Ne 1, mam, Ne 2, mam. Ne 3

Jlaunbie anaausa

2

3

1. Onucauue

BecuseTHas mian cherka KeToBaTas Nnpo3IpavHan KHIKOCTD
(Buayanshnif MeTon)

becipernas npo3pavyHan
KHAKOCTH

2. IloanuHHOCTD

YneTpadmoneToBie ¢NEKTPH NOMICILEHHA PACTBOPOB Npenapara H
CTaN2apPTHOrC 06PAILA YTILIMETHArHAPOKCHIHPHANHA CYKUHKATE,
NPHIOTORICHHB X 1A KONHYECTRENHOrO OfpeaencHua, s obaactu or 240 ao
340 MM DOMKHH HMETS MKCHMYM NPH OHORA M TOR Xe ATHHE BONHH,
(CnextpodroToMeTpHYCCKHA METOD)

OcroBroe NATHO AA XPOMATOrpaMMe pacTaopa | npenapata. nomyuensol npu
HCTIWTAHHA HA NOCTOPOHKHHE NPHMECH, NO NONOKEHKIO, TOTNOLUEHHIO B Y-
CBETE H PAIMEPY AOTKHO COOTBETCTRORATE MATHY Ha XpomaTtorpamse A CO
ITHIMETHATHAPOKEHN KPHANKA CyKuntaTa, (TCX)

Homxia naGmonarses OPaHKEBAR OKPACKA € HHTEHCHBHOR 3¢18HOR
$moopecuenune 8 YO-caeTe (AHTapHAR KHCOTA),

(KauecTaeHnas DEaKUHA ¢ PEIOPIUMHOM)

Cootsercrayer

CootseTcTByeT

Coorrercrayer

3. lIpospaunocTtsb

ITpenapar nomxex Gurrb npospauvsiM (I'd PD)

INpo3paunbiit

4. lIBeTHOCTH

penapar nonmen GbiTh GECUBETHBIM HIH BLICPKHBATL CPABHEHME
¢ yranonoM Yy (I'd Pd)

Becuperunii

5.pH

Ot 4,0 a0 5,0 (I'd P, noresunoMerpudeckui)

4,6

6. Mexanuyeckue BKITIOYEHHA
a) BUAMMBIE YaCTHLIbI
6) HEBHAHMBIE YACTHIIbI

a) B cooTBeTCTBHY € TPEGOBAHUAMM

(I'D P, pHayansubii)

6) Yactuu pasmepom 10 Mxm u Gonee ~ He Gonee 6000 B oaHok
amnyne;

Haciu pasmepoM 25 MKM K Boaee — ie 6onee 600 B oaHOR aMnyne
(I'd Pd, cuetHo-hoToMeTpHYECKUH)

a) Brigepkusact

6) 10 mxm 1 Gonce ~43 B
0aHOH amItyne

25 MxM W Gonec — 1
OAHOW aMmrye

OHIOTOKCHHBI

T HOCTOPOHHHC NpHMECH atHo nocToponHe npumeck — e Gonee 0,5 % (TCX) Menee 0,5

8. Ua3pnexaeMulil 0O6LEM He meHee HoMuHaneHoro, mn (I'® P@) 2.1

0. BakTepHaILHbIE He Gonee 0,44 EQ/Mr THAMETHATHAPOKCHITHPHAHHA CYKUHHATA Memee 0,44
P (22,0 E3/mn npenapara) (IO PO) (Menuee 22,0)

10, CrepunbHOCTE

[lpenapat JoneH GLITE CTepHALHLIM (TP PD)

Crepunbulit

THADOTHTHYECKOrO KAACE,

Ha ammyny HEXICHBAKT ITHKETKY CAMOKIENILYIOCA,

Mo § ammyn B KOHTYPHYIO AUEAKORYIO YNAKOBKY MY futé n
HIH H3 TUIEHKH N0IHBHHHIXNOPHAHOR # HONLTH AMOMHHKEBOH [——
NAKMPOBAMKON, MK HI TNEHKK NOAMBKIGUIXNOPHINOH H IUTEWKH NOKPOBHOR,
Mo 1, 2 ran 3 konTyphsic 24¢AXOBME YNAKOBKH € HHCTPYKLUMCH TI0 MEMUHHCKONY
TIPHMENEHMI0 NEKBPCTBEKNOrO MPEMAPATE, HOMON HIH CKAPHBHKATOPOM
BMITy/IbHBIM (IOMEUIAIOT B TB4KY H3 KAPTONS.

L emayuonapos no 6 12, 20, 50 unn 100 KONTYPHbX AHEAKOBBIX YRAXOBOX ¢

donsrof A Han P #l cooTeeTeTsenno ¢ 6, 12, 20, 50
wan 100 PY no y np nexape o
paTa, HIM ¢ P ANTTY TRHRMH OMEMAIOT B KOPoOKH M3

npmm Konuwecrso rmmpyxm NO MEAMLIHHCKOMY (TPHMEHEHMIO
NEKAPCTBCHHOND MPENAPETA PABHO KO/IMMECTBY KOHTYPHRX AMEAKOBMX YNAKOBOK.
[MpH ynakoske aMNYA ¢ KOALUBMH HAM TOUKAMK HOXH WK Cxaphd P
AMITY/TbHBIE HE BXTAAMBAIOT.

11. OanopoaHocTs AV = L1, % (L1= 15,0 npn n=10) CooTreTcTRYET
JIO3MPOBAHHA (I'® PO, cnocob 2) AV=0,54
12. KoaunyecTBeHHOE Ot 45 20 55 M B | mJ1 npenapara 50
onpeenenne (CnexrpodoromerpuueckHii MeToa)

1 3' yﬂaKOBKa Tlo 2 an win 5 Mn B aMmyns 13 GECUBETHOMO WIH KOPHYHEBOTO CTEIIA NEpBArD o 2 Mn B aMayAs! H3

KOpHYHEBOrO cTexna. Ha
aMITY/ly HAKNEEHA ITHKETKA
CaMOKICALLAACH.

ITo § amMnyn B kOHTYpHOR
AYCAKOBOH YNAKOBKE H3
TEHKH
MONHBHHHIXAOPHAHOS

H TWIEHKH NOKPOBHOM.

10 2 KOHTYpHbIe AYEHKOBRIE
YNAXOBKH ¢ HHCTpyKLMeH no
MEAHUHHCKOMY NPHMCHCHHIO
JIEKAPCTBEHHON) Npenaparta
B MIAYKE H3 KApPTOHA,

14. Mapkupoka

[lepeuunas ynaroexa

Ha TvkeTKe amimyisl yKashlBalOT HBHMEHOBAHHE NPOM3IBOAMTEINA,
cTpany, TosapHuiil 3nak LITAIIA Apumaiimurrens AD, ToBapHoe
HAMMEHOBAMNHE MPEMNApaTa ¢ NPEAYNPEANTENLHON Mapkuposkol ®,
NEKAPCTBCHHYIO POpMY, «DTHAMETHNIMAPOKCHITHPHHNA CYKLIMHAT?,
KOHUEHTPAUMIO, 00bEM MpenapaTa B MHATWINTPAX, HOMED CEPHH,
CPOX TOAHOCTH.

Tlepauunas smaxoexa
Ha ovukerse  asmmyns  yKadsBsanbi
HAHMEROBAKME NPOHIBOAHTENN, CTpAMAE,
TORAPHMI IHAK LITAIA
Apunaimurrens Al TOBAPHOS
Ta c
penynpeantessuol  mapxupoexoli @,
AeKapCTaEHKAR
« FITHAMETHATIAPOXCHAKDHINHA
CYKUMMATR,  KOMUSHTPALMx,  OOnéM
TPLNAPATE B MWUIMAHTPAX, hOMEP
CEPMH, CPOR MAHOCTH.




«ITHIMETHITHIPOKCHITHPHANHA CYKLHHATY, KORUEHTPALKIO,
o6BéM Tpenapata B8 MHUTMAMTPAX, KOJHMYECTBO amnyn,
CAHTHOKCHIZHTHOE CpeacTBon, «CTepribHOR, «[IPHMEHITH
10 HAIHAYEHWIO BPAYA», YCIOBUA XPAHEHMA, «XpaHHTh B
HENOCTYMHOM AMA ACTCH MECTEn, HOMEp CEphH, CPOX
FOAHOCTH,

Ha noxpoBHoll NneHke XOHTYPHOR AucHKOBOH YNakoBKHM
yKa3L1BIOT HAHMEHOBAHHE IPOH3BONIMTENR, CTPaHY, TOProBoe
HAMMEHOBalME  Tpenapata ¢ MPEAyNpPeAHTENbHOH
MapkupoBkoft ®.

Ha nauke ykainiBaioT HAHMEHOBAHNE IOPHIHYECKOTO JIMLLA, HA
MMA KOTOPOTO BLLIAHO PETHCTPALIMOHHOE YAOCTOBEPEHHE, ET0
ampec, Tencdow/daxe,  ToBApHBIA  3HAK HITAJIA
Apusadimurrens A, HAUMEHOBaHMC MNPOHIBOAHTENA, €rO
anpec, Tenedon, dakc, Toprosoe HAHMEHOBAHHE Mperapara ¢
npeaynpeanTenbHON MApPKHPOBKOH ®,
«ITHUIMETHITHIPOKCHITHPHINHA CYKLHHATY, NEKAPCTBCHHYIO
(GopMy, KOHUEHTpauKio, 0OBEM NPENapara B MAIIMANTPAX,
KOJIHYECTBO  aMmmyn,  «AHTHOKCHIAHTHOE  CpeACTBOY,
«Crepunpiion, «[IPHMEHATE MO HA3HAYEHHIO BPAUAY, YCIOBUA
XPAHEHHS, COCTaB, HOMEP PEMUCTPALIHOHHOTO YI0CTOBEPCHUA,
«Cnocob NPUMCHEHHA: CM. HHCTPYKLHION, YCAOBHA OTIYCKA,
WTPHX-KOA, «XPaHHTE B HEAOCTYNHOM JUIA AeTell MecTen,
HOMED CEpHH, CPOK TOAHOCTH, AOMYCKAcTCR HaAHCCCHHE
CpeicTB MACHTHQUKAUMH I8 MOHHTODHHTA JABHXCHHA
ACKAPCTBEHHBIX MPENaparos.

Vnaxoexa 018 cmayuonapa

Ha oatHkeTke KOpOOXM  KApTOHHOH HMIM  SUIMKE M3
rOQpHPOBAHHOIO KAPTOHA AR CTAUMOHAPA  YKAIBIBAIOT
HauMEHOBAHHE OPHAHYECKOTD nuua, HAa MMA KOTOpPOIo
BBLIAHO PErHCTPAIMONHOE  YAOCTOBEPCHHE, €ro  aipec,
tenedow/dake, Tosaprbi 3nax LUTAZLA ApuHafiMuTTeb
AT, HauMeHOBAHME NPOMIBOAMTENA, ero aapec, Tenedow,
daxe, TOProBoc HAHMEHOBAHHC npenapara ¢
npeAYNpeaRTeNbHOMH MapKHPOBKOH ®,
«OTUAMETHITHAPOKCUITHPHIMHA CYKUHHATY, NEKAPCTBEHHYIO
dopMy, KOHLEHTPaLIHIO, 06bEM Npenapata B MHATHINTPAX,
COCTAB,  KOJMYECTBO AMMYA B YNAKOBKE, KOJMYECTBO
ynakosok, «/lns cTauMoHapa», WTPHX-KOX, HOMEp
pcmcrpanuommm YAOCTOBEPCHHA, «AHTHOKCKOAHTHOE
cpeactbor, «CTepuneion, «fIpUMEHATE N0  HaZHAYEHHIO
Bpaya», YCIOBHA XPAHEHHA, HOMEP CEPHH, CPOK FOLHOCTH,
JIONyCKAeTC HAHECEHME CPEACTB  WICHTHOHKAUMH 17A
MOHMTOPHHIA JBHKEHHA JIEKAPCTBCHHLIX NMPENAparos,

1 2 3
Bmopuynan ynaxoexa gmnmr'mau ynaKosxa -
a AMOMHHHEBOH Lre
Ha amomunuesoit $oabre KOHTYPHOR AYCHKOBOH YNakoBKW | oo 0 b sucionol ymaxonkh
YKA3BIBAIOT ~ HAHMEHOBAHME  MPOUIBOAMTENS,  CTPAHY, | yxasamu HAHMEHOBAHHE
topapubifl 3uak LLITAIA ApunafiMurrent All, topapHoe musnﬁfm:.ﬂpaua.;napnuﬂ
IHaK A ApuraltMurTens
HAMMEHOBAHHE npenapara ¢ npegynpeauTensHOR AL rauis | Sedlsiosiis
MapKXHpOBKOH ®, NEKAPCTBEHHYIO $OPMY, | npenapama ¢ npeaynpeauTensholt

mapkuposxoft ®, fexapcTBcHHan
topma,
«ITHAMETHATHAPOKCHITHPRINKA
CYKIHHATY, KOHLICHTpAUHA, 06bEM
npenapata B MWLIHAHTPAX,
KORHYECTBO amnyn,
H«AMTHOXCHAAHTHOE  CPEACTBON,
«Crepunphon,  «IIpHMessTs 1o
HAIMAYEHHIO  Bpaua»,  YCIOBHR
XpaHEHHA, «XpaHume B
HeAOCTYIIMOM Ana aeTedl MecTen,
HOMEP CCPHH, CPOK TOIHOCTH,

Ha noxposHoR nneHke KOHTYPHOR
Aucfikopoill  yNAKOBKH  yKadaHb
HAHMEHROBAHHE  MPOMIBOAWTENA,
CTpaH3. TOProBOE HAHMEHOBAMME
Npenapata ¢ NPEAYNIPCAHTENLHOR
wapkuposkof ®.

Ha nauxe yXajaHe HaAHMEHODAHWE
IOPHAHYECKOrO  IRUA, HA  HMA
KOTOpOTO BHiAAHO
PErHCTPAIMONHOE YAOCTOBEPEHHE,

ero azpec, tenedon’paxc,
ToBapHEIA THAK WTALA
ApunaimuTrens Al

HAUMEHOBAHHE  MPOH3IBOANTENA,
ero  anpec, Trenedor,  daxc,

TOprosoe HANMCHOBAHNE
npenapata ¢ NpeAYNPEAHTEAHOR
MBpKHpPOBKOR ®,

«ITHIMETHATHAPOKCHITHPHIHHA
CYXUHHATY, AEKAPCTBEHHAR
dopua.  konuewTpaina, OOBEM
npenapata B MHIUIMANTPAX,
KOTHYECTBO aMnyn,
«ANTHOKCHAAHTHOE  CPeacTBON,
«Crepunson, «lpumensts  no
HATHRUCHMIO  BPAuA»,  YCNOBMA

XPAHEHHA, cocTaB, HoMeEp
PErHCTPAITHORNONC
YAOCTOBEPCHHA, «Cnocob

NPHMEHEHHA: CM. HHCTPYKLHION,
YCAOBHA  OTNYCKA, WITPHX-KOR,
«XpAHHTE B HCAOCTYNIHOM OAA
ACTEN MECTE», HOMEP CCPHH, CPOK
roadocTH.  Hauecewo  cpeacTeo
MACHTHOHKAUHH 2NA MOHUTOPHHTA
ABHREHHA NEKAPCTBEHIBIX

npenapaTos.

15. YcnoBus XpaHeHHs U
MephI NPeI0CTOPOXHOCTH

B JawMImEHKOM OT CBETA MECTE NpM TeMnepaTrype He
sbie 20 °C.

B 3amuiuéHHOM OT CBETA
MECTE IMPH TEMIIEpAaType HE
soimme 20 °C.

16. CpoK roxHOCTH

3 rona

3rona

Jakmouchue; cooTBeTcTyeT TpeGopanuam HJ JIC-001668-100913, uam. Ne 1, usm. Ne 2, uam. Ne 3

Jlata Boiaaun: 25.03,2022
/ 3apenyrowni KAHJI
Hauanbnuk OKK

JIMpeKkTOop no KavecTBy

__Cpoxk roawocTi fio: 03 2025

et

HHC-KO-2000-0160 «Komrpons npouasenexHof npoaykunm», sepcua 10. lara ssenenna: 10,03.2021
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e %’ % A.C. Bnacosa

Lf, A. H. ®époposa

C. H. Cxopux




000 “Hayyno-texHosornyeckas ¢papmanesTuueckas pupma “INOJUCAH”

Paspewmienne Ha peaanzaiuio Ne

Haumenosanue

Dopma BEITTYCKa

MHH

PY Ne

HopmatusHas nokyMeHTaLus
Homep cepun

Pasmep cepun

Konuyectso nocne KoHTpons
Ne Ananutuveckoro nacnopra
lomen xo

TpennpuaTHe-NPOU3BOANTENb

[NpeanpuaTne-ynaxkoBILHK

415 o1 30.03.2022

MekcHIIpHM PAcTBOP A8 BHYTPHBEHHOIO B BHYTPHAMbIIIEYHOI0
BBegeHHA 50 mMr/ma, 2 ma, Nel0, Poccuiickan ®egepauns

amnyna 2 ma x 10 (mauka kapTonRas)
DTHIMETHATHAPOKCHNUPHIMHA CYKIHNAT
JIC-001668

JIC-001668-100913 uzm.Nel, mam. Ne2, mam.Ne3
20322

57 568 ynx

57 512 yok

297

0325

000 «Hay4no-Texnosornyeckas gapManesTHuecKas hupmMa

«ITOJTHCAH», 192102, Poccuiickan @exepaunsn, r. Cankr-Ilereplypr,

ya. Canosa, a. 72, K, 2, JuT. A

000 «Hayuno-rexHonorayeckas papmaueBTHYeckas GHpMa

«ITOJTUCAH», 192102, Poccuiickan ®enepanng, r. Canxr-Iletepbypr,

ya. Canosa, a. 72, K. 2, THT. A

AHATH3 NPOKH3BOACTBEHHOM JOKYMEHTALMK

Jlockbe HA cepHI0 NPOBEPERo Oa
Hdocbe Ha cepuio ogolpeno Ja
KpuTRueckne OTKIOHEHHS OTCYTCTBYIOT Ja

Cepus npouiBeJieHa H NPOKOHTPOIHPOBAHA B COOTBCTCTBHM C JHUCH3HEH HA TIPOHIBOACTBO
JIeKAPCTREHHLIX CPECTR, TPeGORAHHAMH PErHCTPALHOHHATO 10Cke, TPeGORAHNAMHA OPraHuIaNNK
NPOHIBOACTBA H KOHTPONSA KAaYecTBA JIeKapCTBeHRBIX cpeacTs (npasua GMP), a Takxe HHBIMH
TpeGoBaHusIMHU AefiCTBYIOIErD 3AKOHOAATENLCTRA.

IIpoayxuus pa3peuiena K peajH3aluu Jpe.

VnonHoMoueHHOE THLO

HauanpHuk oTaena

Crenanosa M.C.

(AOMKHOCTD)

LIONOKCHUE O IHLIE, OTBETCTBEHHOM 32 BRUTYCK CEPHH { ¥ IOJIHOMOYEHHOM JIHLIE N0 KauecTRY), AaTa yTe. 11.U1.2021
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{pacmmdpoBKa TOANHCH)



