WHTennekr Ha 3awmre
3A0pPOBDbA

® NOoJZINCQH

AnanuTHyecknii nacnopr Ne 1331
IIpenapar: HUTO®JIABHH®, pacTsop Aasi BHYTPHBEHHOT0 BBEXEHH

OBILECTBO C OFPAHWMEHHOM OTBETCTBEHHOCTbIO

«HAYHHO-TEXHO/IOFMYECKAA DAPMALIEBTHYECKAS DUPMA «TTIO/IMCAH»
192102, Canxr-Nerep6ypr, ya. Canosa, 72, kopn.2, auT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

Cepus: 16521221 P N003135/01
@opma seurycka:  (ammyna) 10 ma x S (mauka KapToHHas)
Konuuectso: 5941 yn.
Hata m3roroBnenns: nexabps 2021 r.
JlaHHBbIE aHAIH3A
Hoxazarenn TpeGopanna HJI P N003135/01-220319, uzm. Jdannbie
Ne 1, am. Ne 2, uam. Ne 3, uam. Ne 4 aHaNH3a
1 2 3
1. Omucanne IIpospaunas »wakocTs XENToro usera Ipo3paynas xuIKOCTH
(Buzyanuusii Meron, ['® PO skénroro 1gera
2. TloanuHHOCTS:
- pubodnasuna dhocdar Hatpus CnexTp NOrIIoNICHHA HCMBITYEMOTO PacTsopa, CooTeercTryer
NPHIOTOBJCHHOMN JUIA KONMHWYECTBEHHOO OnpeacncHHA,
NoNy4eHHBIA HA CNEKTPOQOTOMETPE B KIOBETE € TONMLMHOH cros
10 mm B 06nacTn ot 300 a0 550 HM nomKeH AMETH MaKCHMYMBL
npu (445+2) M o nipu (373+2) BM (CrextpodoToMeTpHs)
Ha xpomarorpaMmax HCTIHITYCMOIO PACTBOpa JOTDKHBL
TPHCYTCTBOBATE 1BA OCHOBHAIX NHKA, COOTBETCTBYIONIHX 110
- AHTApPHAaA KHCJIoTa BPEMEHAM YACPMHBAHHA TTHKAM HHO3HHA H HHKOTHHAMHA A
- METTTIOMHH (cTeKTPOGOTOMETPHHECCKOS NETEKTHPOBAHKE NIPH 254 HM), H Co0TBeTCTBYIOT
I JIBA OCHOBHBIX TTHKZ, COOTBETCTBYIOIIHX N0 BPEMEHAM
YAEPKHBAHHA NUKAM SHTADHOH KHCNOTHL M METJHOMMHA -
- HHKOTHHaMH[ (pedpakToMeTpHIECKOE JETEKTHPORAHHE), HA xpoumrpamuax :
PacTBOpa cpasenus (a) (BIAX)
3. Tlpospaunocts JlomkeH 6HITE npo3paunsiM (TP PCD ) TIpospaunsiit
4.pH Ot 6,0 1o 7,0 (F'® P®’, noTeHuMOMeTpHYECKH) 6,7
5. HzBnexkaembliit 06bEM, M He menee nomunanssoro ([P PO 10,0
6. Mexanuueckue BKIIOYEHHA
= BHAHMBIE MEXBHHYCCKHE BRMIOYEHHN Homsen cootsercTsoBaTs TpebosanmaM CoorsercTByeT

~ HEBHAHMBIC MCXAHHMECKHE BKIIOYECHUA

(T'd PO’ Busyansumit)
Cpeanee YHCN0 wacTHI pasMepon 10 MkM 1 60/1ee He A0MKHO

10 mx™ ¥ 6onee — 33

npepsimars 6000 B oaHONR aMITynie, a CcpeaHee YHCNO YaCTHLL Ha aMITyy
pasmepom 25 mxM 1 Gosice He A0JDKHO npesniuats 600 B onHOH 25 Mxm u Gonee — |
ammysne (T'® PO*, metoa 1) HA aMIYy

7. PORCTBEHHbBIE NPHMECH:

- THIIOKCAHTHH, IYaHO3HH CymmapHoe conepxanue ue 6onee 3,0 % ot 0,5
HOMHMHAJIBHOI'O COJIepKaHHUA MHO3HHA (BIXX)

- HHKOTHHOBAA KHCIOTA He 6onee 3,0 % oT HOMUHANEHOIO coliepxaHus 0,1
HHKOTHHAMHA (BKX)

- HEeHIEHTHOHIHPOBAHHEIE IPUMECH CymmapHoe coaepxaHie 0T CyMMSBI Iiomane 0,06
NUKOB HHKOTHHAMHA H HHO3MHA He JNOJIKHO
nipeBsinars 2,0 % @3x0g

- MOMH(pIaBHH He Gonee 0,20 % 0T HOMRHANBLHOIO CONEpPXKAHNSA 0
pubodnaenna docdara HATPHS (BINK)

8. BaxkTepuansHble SHIOTOKCHHBI Tlpenenenoe conepxanne e Gonee 17,5 ED/mn Menee 17,5

(IF'® PO, meTox A)
9. CrepwibHoCTh Jlomken GLITH CTEPUIBHEIM CrepunbHbIH
(F'P PD°, meTon Membpansoi puabTparum)

10. KonuyecTsenHOE OnpeneneHne ot 0,0018 1o 0,0022 r/mn Ci7H20NsNaQoP 0,0020
(puGodnasrra hoedara HATOHA)
(Cnexrpogoromerpus)
ot 0,090 0 0,110 r/mn C4HsO4 0,100

(sanTapHo# kucnoTH) (BIXKX)

or 0,1485 1o 0,1815 r/mMa C7H17NOs 0,1654
{Mermomuna) (BOXX)
ot 0,0180 10 0,0220 r/mMa CioH1xN+Os 0,0199
(uno3uHa) (BOXKX)
ot 0,0090 no 0,0110 r/mn CsHsN2O 0,0100
(HukoTHHamuia) (BRXKX)
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11. ¥nakorka Ilo 10 M B ammy 15l KOPHYHEBOTO CTEKNA. To 10 mn » amny7ax
KOPHYHEBOI'Q CTEKNA,
Ha amrty Ty HAXJIEHBAIOT ITHKETKY CAMOKNEALLYIOCH. o o

ITo 5 aMmyn MOMELIAIOT B KOHTYPHYIO A4EHKORYIO
yNaxkoBKY W3 InéHKH nonumepHoit. Konrypuyto

A4eHKOBYIO YIAKOBKY TEPMOCKICHBAIOT ¢ MNEHKOH XOHTYDHYIO Aucikonysy
H i1 i MUHHEBO#H sk oy o
TNOKPOBHOH HIIH (QOJILIOH amoO) BOH, HIH OCTaBJIAKOT nonumepHoi. Kontypias

OTKPBITOH.
1 MM 2 KOHTYPHLIE S4eHKOBBIE YIIAKOBKH BMECTE C

ITHKETKA CAMOKICAIIIAACK.
Io 5 amunyn nomewers: 3

AYEHKOB2A YNAKOBKa
TCPMOCKICEHA © IIEHKOR

NOKPOBHOM.
HMHCTPYKUHEH 110 IPHMEHEHHIO IOMEINAIOT B KAPTOHHYIO | | rypsan isliobi
navky. YITAKOBKA BMECTE ¢
JIns KOHTPONS MEPBOro BCKPLITHA GOKOBBIC KiaNaHbl uHCTpyKuwAcH no
Ma4yKH MOTyT OBITS 3AKJIECHBI C ABYX CTOPOH ITHKETKAMH “P““‘““““’:’m‘.’:’“m "
WITH TEPMOCK/IEEHLL i w

12. MapkHpoBka 1) IlepBuunas ynaxkoska 1) Mlepaninan ynaxosxa.

Ha aMIynax Ha CavMOKIesIEHCA THKETKE YKashiBaIOT: mm;.x"“’;“&“‘mmm’“m'mm“m
TOBapHBIH 3HAK NMPOH3IBOIMTENS, TOPrOBOE HAHMEHOBAHHE NPOIIBOAHTENS, TOPTOBOE
NEKAapPCTBEHHOrO NPENapaTa ¢ NpeaynpeauTebHOA » p 0
MapkHposkoft ®, 00bEM B MWLUITHNHTPAX, CONEPIKAHHE m;;m‘;o,b_ a5
[IeHCTBYIOUIMX BEIICCTB, HOMCP CCPHH, CPOK FO/IHOCTH, MILARTHTPAX, CONEpIARIE
neKapCTReHHYIO OpPMY, AONYCKaeTCs HaHecenue (hapmakoaa ACACTBYIOUINX BELLECTS, HOMEP
HIIH TEXHOIOTHYECKOH METKH. EAVIL SRR PO
AekapCTBEHHAN GOPME.
Ha amnynax DOMYCKAaeTCA HATHYHE LUBETHBIX KOELL, 2) TIpOMEXYTOHER ynaKosKa,
2) lpoMexkyTOUHAA YNAKOBKA Ha ninbione mxposic Ry
Ha nngHKe NOKPOBHOH YKA3BIBAIOT TOBAPHHIA 3HAK D Drpee .
npon3BoaHTENA. Ha honabre amoMHHNEBON YKA3HIBAKOT: Ha navxe yKESaHb: HEMMEHOBAHME
TOBAPHBIA 3HAK NPOK3BOINTENS, HOMEP CEPHH, CPOK NOHOCTH. | MPOMSBOIMTENS, ero Tosaph
3) Bropuunas ynakosxka g oipel i
Ha nauke yKka3siBaioT; HAHMEHOBAHHE NPOHIBOAHTENA, €10 ® n rpynnuposossos.
TOBapHBIH 3HaK, anpec, Ten./ake, Toprosoe ¢ HEHMEHOBAMNIA JEXAPCTEEHHOMD
npeaynpeMTensHOR MapxupoBkol ® H rpyNNHPOBOMHOE h s bt ':W“m"‘
HAHMEHOBAHHA NEKAPCTBEHHOTO MPENapara, eKapCTBEHHYIO cocTas, yenosHs

opmy, 0OBEM Npenapara B MIUUTWIHTPAX, COCTAB, YCIOBHA
xpanenus, ([ IpUMEHATE N0 HA3HAYCHHIO Bpada», «XpaHHTs B

HENOCTYMHOM a1# Jeteit mecte!», «CTEPUIIBHO», yenosus «CTEPHJIBHO», ycnosna
cKa, cnocol NpHMEHEHHS, HOM ALHOHHOTO OTyCKa, CNIOCOS npHMeneHus,
OTITYCKa, P Cp PErHCTP o . o

YAOCTOBEPEHHA, HOMEP CEPHH, CPOX IOHOCTH, KOJIHYECTBO
aMITYJ1 B yNakoske, urrpuxosoil koa EAN-13, dapmakon

tpapmaxon (pharmacode},

{pharmacode), rpadmieckoe H3oGpaxenne amnyns B, WT‘“ moBpamcaNG
MHKTOTPAMMEI, pacHdPOBKA NHKTOrPaMM asnymu B, mncrorpasnas,

. paciIM(ppoBKa THKTOTPaMM
« WP nexapcTeeHnat popma PACTBOP JUIA . -
BHYTPHBEHHOT O BBEJIEHHSD, Ay f
« =2m criocol npwwesenss BHYTPUBEHHO KATTEJTBHO B e
PA-3? EJjeHidb, « : cnocol npumeneHsn
« ™ whapmakoTepanesTHieckan rpynna [IPOYME B KAMNE/TbHO B
TIPEMAPATE! U151 IEYEHHS 3ABOJTEBAHHI HEPBHOM "?!im‘“"-
CHCTEMBbl». il s

JONycKAeTCA HAHECCHHE CPENCTB HACHTHOHKALIMM T4 CHCTEMBI
MOHHMTOPHHIA ABH/KCHHA JICKAPCTBEHHBIX IPENAPATOB.

LA IE
3ABOJIEB AHMH HEPBHOH
CHCTEMEI»,

13. Xpanenne

B zalMilleHHOM OT CBETa MECTe NPH TeMNepaType He
poite 25 °C.

B saunumensoM oOT cBeTa

MECTE NpPH TEMIEPATYPE HE
suime 25 °C.

14. Cpok rogHOCTH

2 rona

2 roza

*. neiictyloee u3nanue Nocyaapersennoit ®apmakonen Poccutickoit ®enepanun
3axmouenHe: cooTBeTcTBYeT Tpeboanmam HJI P N003135/01-220319, uam. Ne 1, uam. Ne 2,
m3M. Ne 3, uam. No 4

Jara Brigaun nacnopra: 20.01.2022 Cpok rogxoctn no: 12 2023

: ‘/% A. C. BnacoBa

MTONACT AN st
<i§ OIACAHY 1 ACH. ®énoposa
5 JOKyMEHTO :g/ﬁ_—(f?\

3asenyromnii KAnJI

Hauansank OKK

JupexTop no KayecTy

/
/ C.H. Cxopuk
/ 4

HHC-K0-2000-0160 «KonTpoas npou3seacHHoN npoayKiun», sepcus 10. arta seenenns: 10.03.2021




000 “Hay4uno-Texnonorayeckas papmanesradeckas pupma “IIOJTMCAH”

Paspemrenue Ha peanmusaumo Ne

HaumeHoraHue

Dopma BeiTyCKa

MHH

PY Ne

HopmarHsaHas JOKyMEHTALMA
Homep cepuu

Pasmep cepun

KomuecTso nociae KOHTpoas

No AHanuti4eckoro nacrnopra
Tonex no
[IpennpustHe-NpOU3BOAKTEND

TIpeanpusTHe-yNakoBIIHK

00000073 or 25.01.2022

ITUTO®JIABUH pacTeop Ans BHyTpHBeHHOro saeaenns, 10 ma, Ne5
Poccuiickas Penepauusn

amnyaa 10 ma x 5 (nauxa kapronHas)
Huozun+Huxorunamun+Pubodaasun+Anrapnas kuciora
P N003135/01

P N003135/01-220319 uam. Nel, nam. Ne2, n3m. Ne3, nam. Ned
16521221

5941 ynk

5874 ynk

1331
1223

000 «Hay4no-Texnonornyeckas papmauesTHyeckan hpupma
«ITonucany, 192102, Poccuiickan ®enepauns, r. Canxr-TlerepGypr,
ya. Canosa, a. 72, k. 2, MuT. A

000 «HayuyHo-TexHojJoruueckan papmauesTnyeckan Gupma
«Iloancan», 192102, Poccuiickas Peepauns, r. Cankr-Ilerepbypr,
ya, Canosa, 1. 72, K. 2, IHT. A

AHaaH3 NPOH3BEACHHOH JOKYMEHTALIMH

Jocke HA cepHiO NPOBEPEHO Ja
Hocke Ha cepuio oxofipeHo Jda
KputHuecKkue 0TKIOHEHHA OTCYTCTBYHT Oda

Cepusi 1poH3BeeHa ¥ NPOKOHTPOJIHPOBAHA B COOTBETCTBHH C JIHLEH3HEH HA NPOH3BOACTEO
JeKAPCTBEHHBIX CPEACTB, Tpeﬁoaanunmn PerHcTpauHoOHHOI0 Roche, Tpeﬁonaﬁuamu OpPraHU3ALHHA
RPOM3BOJCTBA W KOHTPONSL KAYECTRA JIeKapeTBeHHbIX cpencts (npasui GMP), a Takike HHBIMH
Tpeﬁosanmmu neﬁc’rny}omero 3AK0HOAATENbLCTRA.

(mosHOCTL) (noanuce)

Ipoayxuus paspeilena K peajiH3aunH

YnoaHoMoteHHOe JHLD

Hauansnuk orgena

(pacumdgpoBKa noanucH)

Tonoscenne 0 THLE, OTBETCTBEHHOM 3a BLITTYCK cephi (YIOAHOMOYEHHOM THLE N0 KadecTBY), aata yTe. 11.01.2021






