WHTennexkT Ha 3awmre
3A0posbA

® NOJZINCOH

OBLUECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONIOrMYECKAA DAPMALEBTUYECKAS OUPMA «NOJIUCAH~

192102, Cawkr-lerepbypr, yn. Canosa, 72, kopn.2, auT.A,
Ten.: 812 710 8225, cdarc: 812 764 6284, e-mail: info®@polysan.ru

AHannTuyeckuii nacnopr Ne 1009

Ipenapar: MUTODJIABHHS,

pPacTBOp A BHYTPHBEHHOI'0 BBeJJeHHUHA

Cepus: 13321021 P N003135/01
(DopMa BEITyCKa: (amrryna) 10 mu x 10 (mauka KapTOHHas)
Komuwectso: 2900 ym.
Hata u3rotoBnenus: oxtabps 2021 r.
Janubie anannza
Ioxazareas Tpeboanna HJI P N003 135/01-220319, nam. JanubIe
Ne 1, n3m, Ne 2, mam. Ne 3, mam. Ne 4 AHANH3A
1 2 3

1. Onucanne

Tpo3spaunas xuakoets *&nToro usera
(Busyamsuziit meton, ['d PO

Ipospaunas xunkocrs
SKENTOrO 1BETA

2. ITopnuuHOCTS:

& p“&muﬂa (poccba'r HATpHA CHexTp nornomenus HeILTyeMoro pacTBopa, Cootsercrayer
NPHIOTOBICHHOIO A KOTHYCCTBEHHOIO OnpeaencHAA,
TIONy4eHHBIH Ha CNEKTPODOTOMETPE B KIOBETE C TONIMHON clios
10 mm B oBnacTi o1 300 110 550 HM omKeH HMeTs MAKCHMYMbI
npi (445+2) um 1 npu (373+2) HM (Cnextpodoromerphs) :
Ha xpomarorpammax uenityemoro pacTsopa AOJUKHBI
TPHCYTCTBOBATE /IBA OCHOBHBIX IHKA, COGTBETCTBYIONIHX NO
- AHTapHas KHClioTa BpEMCHAM YICPXHBAHKA NMHKAM HHO3HHA M HHKOTHHAMMAA
- MErTIOMHH (cnextpooTomeTpHaeckoe neTexTHpopanue npH 254 um), n Coorsercrayior
- MHO3HH JIBA OCHOBHRIX nHKa, COOTBETCTBYIOUIHX NO BpCMCHaM
YACPKHBAHUA [THKAM SHTAPHOH KHCIOTH H MErMOMHHA
= HHKOTHHAMHJ (pedbpaxromeTprucckoe neTekTHpORANHE), Ha XPOMATOIPaMMaX
pacTBopa cpasHenms (a) (BIKX)
3. IIpo3pauHocTs Jomken 6uiTh npo3paunsiM (IO PO®Y Ipospaunsiit
4, pH Or 6,0 20 7,0 (T® PP°, notentmomerpraecin) 6,7
5. H3Bnexaemblii 00bEM, M He Menee HomuHansHoro (I'D POY 10,0
6. Mexanudeckue BKMOYEHHS
= BHAHMBIC MEXAHHYECKHE BKTIOYEHNS Jomxen COOTBETCTBOBATE TpeGoBaumMam Cmyﬂ

= HCBHIHMBIC MEXAHHYCCKHE BKILIOYCHHA

(I'® PO, Busyasmnsii)

Cpeasee uncno wacrvm pasmepom 10 Mxm | Gonee He LODKHO
npessmmats 5000 B onnol aMmyne, a CpeIHee YHCNo YacTHly
pasmepoM 25 MM 1 Gonee He Z0mbKHO npesuiats 600 B oanoit
amnyne (D PO’ weton 1)

10 Mxm H Gonee - 190

Ha ammyIy
© 25 MKM H Gonee — 4

Ha aMMyny

7. PoacTeHHbIe NPHMECH;
- THIIOKCAHTHH, T'YaHO3HH

- HHKOTHHOBaA KHCJIOTa

- REHICHTUDULUMPOBAHHBIE NPHMECH

- MOMH(IaBHH

CymmapHoe coxepxanue He Gonee 3,0%or
HOMHHAILHOTO COACP)KAHHA HHO3HHA (B3%X)

He 6onee 3,0 % or nomunanshoro COAEpKAHHA
HUKOTHHAMH A (BIKX)

Cymmaphoe conepxanue ot CYMMHI IUTOImaneit
NHKOB HUKOTHHAMHA ¥ WHO3MHA He AOJIKHO
npeBeimath 2,0 % (B3:xx)

He Gonee 0,20 % oT HOMHHaNbHOTO CONepKaHus
prbodnasnua pochara varpus Eax0

0,4
0,1

0,07

0

8. BaxTepHabHBIE S3HAOTOKCHHDI

Tlpenennnoe conepxanue He Gones 17,5 ED/mn
(T'® PO*, meton A)

Menee 17,5

9. CrepunsHocTs

Jomxen 6ITh CTepUITEHBIM
(I'd PO, meron MemGpanso# dunsTpanum)

CrepunbHLIA

10. KonwaecTsennoe onpenenenne

ot 0,0018 no 0,0022 r/ms C17H20NsNaOoP
(pnbodinabuua Bocara narpus)
(Cnexrpodoromerpus)

ot 0,090 10 0,110 r/ma CsHgO4
{anTaproi kucnoTer) (BIXKX)

ot 0,1485 1o 0,1815 r/ma C7H;7NOs
(Mermomuna) (BIKX)

ot 0,0180 zo 0,0220 r/mn C1oH12N4Os
(uno31Ha) (BDKX)

o1 0,0090 zo 0,0110 r/mn CsHsN:O
(HakoTHHAMUAA) (BIJKX)

0,0019

0,100
0,1647
0,0198

0,0099
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11. Vnaxoska

TTo 10 Ma1 B aMMyIIbl KOPHIHEBOTO CTEKNA.

Ha aMmImyy HaKJIeHBaOT STUKETKY CAMOK/IEAULYIOCH.

TTo § amITyJI IOMELIAIOT B KOHTYPHYIO A4eHKOBYIO
YNaKOBKY M3 IEHKH 10MMepHOH. KOHTYPHYIO
A4eHKOBYIO YIAKOBKY TEPMOCKNEUBAIOT € TNEHKOH
nokpoBHoH WK Gonkrofl AMOMHHUEBOH, HIH OCTABIAIOT
OTKPBITOH.

1 uaM 2 KOHTYPHBIE 4eHKOBLIE YTTAKOBKH BMECTE C

MHCTPYKUMeH N0 NPHMEHEHHIO IOMEIIAKT B KAPTOHHYIO
TIauKy.

Ilo 10 Ma B amnynax
KOPHUHEBOTO CTEKNA.

Ha amnynmy Haxnecsa
ITHKETKA CAMOKIEALGARCA.
Tlo 5 ammmy/i NOMCINEHH B
KOHTYPHY O A4cHKOBYIO
YMAKOBKY H3 NAEHKH
nonumepHoit. Konrypuas
sueHKoBas YNAKOBKA
TepMOCKIeeHa ¢ TIEHKOH
NOKPOBHOM.

2 KOHTYPHHX AueHKOBBX
YIIAKOBKH BMECTE C

Jlns KOHTPOJIA NIEPBOrO BCKPLITHS GOKOBBIE KIIANAHKI HHCTpyxunel o
NayKH MOTyT OBITh 3aKICEHBI ¢ ABYX CTOPOH dTHKETKAMHU TIPHMEHEHHIO NOMELLEHE B
KapTOHHYIO Na4Ky.
HITH TEPMOCKIIECHEL
12. MapkupoBka 1) IMepBHUuHAS YNAKOEKA T Nepenanas ynaxosxa.

Ha amnynax Ha caMOKnesineica 3THKETKE YKashlBaIOT:
TOBAPHBIM SHAK MPOUIBOIMITENA, TOPrOBOE HAHMEHOBHHHE
NEKAPCTBEHHOTO NPENApaTa ¢ NpeIynpeaMTEnBsHON
MapxkHpoBKOA ®, 00BEM B MHLTHIHTPAX, COACPHKAHHE
eHCTBYIOUMX BEIIECTE, HOMED CCPHH, CPOK NOJIHOCTH,
nekapcTBenHyIo (OpMY, ACNYCKaeTcA HaHecenHe dapMakoaa
HITH TCXHOOPHYECKOH MCTKH.

Ha ammynax ZOMYCKAETCA HAIMYHE LUBETHBIX KOJCLL

2) MpoMexyTouHAS YNAKOBKA

Ha nnéske NOKPOBHO#M YKA3hIBAKT TOBAPHBIH 3HAK
npomzeoautens. Ha doisre alOMHHHEBOH yKa3bIBAIOT:
TOBAPHBIH 3HAK NPOH3EOAHTENSA, HOMEP CEPHH, CPOK FOAHOCTH.
3) Bropuunan ynakoska

Ha nauke ykasbiBaioT: HAHMEHOBAHHE NPOH3BOAMTENA, €10
ToBapHSIH 3HAK, aApec, Ter./arc, TOprooe ¢
NpeAyNpeAMTEbHOR MAPKUpOBKOH ® W rPYNMHPOROUHOE
HAWMEHOBAHUA EKAPCTBEHHOTO MPENapara, JIEKApCTREHHYI0
opMy, 0GBEM mpenapaTa 8 MEJLTHIHTPAX, COCTAB, yCIOBHA
xpaHenus, «[IpHMEHATS TI0 HAHAUEHHIO BPaUay, «XPaHHTS B
HENOCTYNHOM Ui AeTelt MecTe!s, «CTEPUIIBHO», yenosusa
OTIIYCKa, CTIOcO6 NPHMEHEHNA, HOMED PErHCTPALIKORHOMD
YAOCTOBEPEHHA, HOME] CEPHH, CPOK TOHOCTH, KONHYECTBO
aMmyn B ynakoske, wrpuxosok koa EAN-13, dpapmaxon

(pharmacode), rpaduuccKoe H30GPAKEHHE AMITYTIBI
THKTOTPaMMBI, PACIIH (PPOBKA TUKTOIPAMM

nexapeTeennas opma PACTBOP [ULA
BHYTPHBEHHOI'O BEEJIEHH»,

cnocob npumencana BHYTPUBEHHO KATIEJIBHO B
PABBEHEHPIH»

« 'l lcl:apuamrepmeanﬁccxan rpyrmna [TPOYHE

[IPETTAPATHBI JUIS JIEYEHHA 3ABOJIEBAHMI HEPBHOM
CHCTEMBI».

JlomycKaeTcA HaHECEHHE CPEICTB HICHTH(HKALIMH [UIA CHCTEMBI
MOHMTOPHHIA ABHXKEHHA JICKAPCTBEHHBIX [IPCMapaTos.

Ha amnynax s5a CaMOKAEAIIEHCK
ITHKETRE YKAIAHE TOBAPHLI 36aK

MHITHARTPAX, coepKaAHRe
ACTCTBYIONNX BELECTS, HOMEP
cepwin, CPOX FORNOCTH,
AexapeTaenHax Gopma
7) [NpoMexyTo4Has YNAKOBKA.
Ha nnéuxe nokpostoft yxasas

i 3HAK TP
3) Bmpu\um YNaKOBKA
Ha nauxe yxadansl: HAHMEHOBAHHE
TIPOHSBOARTENS, €10 TOBApHBIR
IHAK, A1PeC, TeN fé:m; Toprosoe ¢

Tu FPYIIIHPOBOUHOS
HAHMEHORAHHA NEKAPCTBEHHOTD
npenapars, nexapeTsennan Gopma,
05LEM NPENApaTE B MILLTHAMTPAX,
<OCTAB, YCIOBHA XPAHEHHS,
«TTpHMEHSTE MO HASHAYEHHID
Bpayan, «XPAHHTE B HEQOCTYTIHOM
nns neredl mecTely,
«CTEPHJIBHO», ycnosus

ammyn sy
wrpHxosoil ko EAN-13,
apmaxoa (pharmacode),
rpatuyeckoe Hsobpaxene

ammyns: B, nukTorpaMmesy,
pacundpoOBKa MTHKTOTPAMM

gexapcTseHnan Gopma
PACTBOP J14
BHYTPUBEHHOTO
BBEJEHH»,

¢niocol npumMeResHs
BHYTPMBEHHO KAITEJIbHO B
PABBF.,EEH}M»

« . -q;apuummlemm
rpynna [IPOYME MPETIAPATBI
JU1A NEYEHHA
3ABOJIEBAHHH HEPBHOH
CHCTEMBI»,

Hanecenne CpeacTBO
WAEHTHDHKALMN LR CHCTEMS
MOHHTOPHHIA JBHACHHA
NEXAPCTBEHHBIX B.

13. Xpanenue

B 3anMuicHHOM OT CBETa MECTE MPH TEMIEPaType He
peiue 25 °C.

B samumieHHOM OT CBeTa
MECTEe mNpH TEMIOCpaType He
rwnie 25 °C

14. Cpok rogHOCTH

2 rona

2 rona

*_ neiictBylomee u3aanue IocyaapcTeenHoi Gapmakonen Poccuickoi denepauuu
3axmouenue; cooTBeTcTByeT Tpebosanuam HJ] P N003135/01-220319, n3am. Ne 1, n3m. Ne 2,

u3M, Ne 3, m3m. Ne 4
Jlara Beinayn nacnopra: 04.02.2022

Basenywomnit KArJ

Havansnuk OKK

JIMpeKTop 1o KauecTBy

Cpok roasocty jo: 10 2023

Canxr-NetepBypr
HO-TEXHANO 5
£1£auea?r1weumﬁ c:swpma

Malelti% WCAH»

s AOKYMEHTO®

HMHC-KO-2000-0160 «CoHTPoIs NpoUsBeiennoR npoaykiamy», sepeua 10. [lata BBeIcHHA: 10.03.2021

A. HU. ©®énoposa

C. H. Cxopuk




000 “Hayuno-Texno/ornyeckas GapManesTHYeCKas ¢upma “IIOJTUCAH”

Paspewienne Ha peamm3anuio Ne

Haumenobanne

Popma BrIMycKa

MHH

PY Ne

Hopmarugenas qokyMeHTamms
Homep cepun

Pasmep cepun

Konnaectro nocne koATpons
Ne AnanuTiyeckoro nacnopra
Tonen no

Hpeanpustre-nponssoautens

IpeanpusTre-ynakosuux

166 ot 09.02.2022

HUTO®IABHH pactsop 418 BHyTpHBentoro spexenns 10 My Nel 0,
Poccniickas ®enepanns

amnysa 10 ma x 10 (nauka kapronnasn)

H nocnn+anomnamm+Pn60¢nannu+ﬂn1'apnan KHCToTa
P N003135/01

P N003135/01-220319 nam, Nel, nzm. Ne2, mam. Ne3, u3m. Ned

13321021

2 900 ynk

2 862 ynx
1009
1023

000 «Hay4yHo-TexHoJOrHYecKas bapmanesTHyeckas pupma
«IIOJITMCAH», 192102, Poccuiickas Pesepanns, r. Canxr-IlerepGypr,
ya. Canoea, 1. 72, k. 2, ut. A

000 «Hayuno-Texsosornyeckas tbapmanesTHYecKan pupma
«ITOJTHCAH», 192102, Poccniickas ®enepanus, . Cankr-Ilerep6ypr,
ya. Canosa, a. 72, k. 2, JAT. A

AHAJIH3 TPOH3IBOACTBEHHOI JAOKYMEHTAUHH

Hocbe na cepuio nporepeno Ha
Hocne na cepuio o106peno Ja
KpuTRUecKkHe oTKI0HeHHS OTCYTCTBYIOT Ja

CepHst npou3Beena W NPOKOATPOIHPOBAHA B COOTBETCTRRN ¢ JIH1leH3Nel Ha NPOH3BOACTRO
AEKAPCTBEHHLIX CPEACTB, TPEGOBANNAMY PErHCTPALHORNOTO 10Che, TPEGOBANMAMMN OpraHu3alHK
TPOH3BOJICTBA W KOHTPO.IN KA4€CTBA JEKAPCTBERABIX cPelcTs (MpaBua GMP), a Takke MHLIMH
TPeGOBAHHAMY XeHCTBYIONIETO 32KOHOAATENLCTRA.

Ipoayxuns paspemena k pearwsanuu Ha

YnonuoMoyeHHOe THLIO

Hawaneuuk ornena

Crenanosa M.C.

(momxHoCTE)

(nonnuce) /

(pacumdposka nojmucy)

Monoxenye o auue, oTBeTCTBEHHOM 33 BRINYCK cepui (YIONHOMOYEHHOM Nule no KauyecTry), aara yte. 11.01.2021







