WHTennekr Ha sawmre

3A0pPOBbLA

® NMOJIUCQOH

OBLUECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTMNECKAA GAPMALIEBTUYECKAA ®UPMA «MTONIMCAH-

192102, Cankr-Netep6ypr, yn. Canosa, 72, Kopn.2, aut.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info®@polysan.ru

AHaJHTHYeCKHI nacnopr Ne 102

IIpenapar: IUTO®JIABHH®,

PACTBOP NIt BHYTPHBEHHOI0 BBE1eHHS

Cepus: 1010122 P N003135/01
Qopma Bemycka:  (ammyna) 10 mrx 5 (mauxa kapTonuas)
Konnuecrso: 5644 yn.
Hata u3roroenenus: sueaps 2022 r.
JaHHLIe anannia ;
Hoka3zarens TpeGosanus H/{ P N003 135/01-220319, uzm. HMannsie
Ne 1, wsm. Ne 2, nam. Ne 3, uzm. Ne 4 aHAIn3a
1 2 3
1. Onucanue Tlpospaunas xunxocts x&mroro usera Tpo3paynan xuakocts
(Busyansusiif meton, I'd P®*) *ENTOTO LIBETA
2. IToanunHocTs: :
- pubogunasuna bocdar varpus Crextp nornomenus #enwiTyenmoro pacTsopa, Cootsercreyer
NPHIOTOBJIEHHOIO IR KOIIHYECTBCHHOTO ONpeaencHun,
NOMYYEHHEIH Ra CNEXTPOGOTOMETPE B KIOBETE ¢ TONUHAOR clos
10 MM B 06nacTa ot 300 10 550 Hm momKen HMETh MAKCHMYMBI
npH (445+2) oM 1 npu (373+2) BM (Crextpodoromerpus)
Ha xpomarorpammax nenbrryemoro PACTBOPa JNOJDKHE!
NPHCYTCTBOBATL J1BA OCHOBHBIX TTHKa, cooncrcrsylommc no
- AHTapHasA KHC/I0Ta BPEMEHAM YACPXHBAHMA TUKAM HHO3HHA H HHKOTHHamM#a .
- METTIOMHH (cnextpodoTomeTpudeckoe AETEKTHPOBRHHE NpH 254 M), 1 Cootsercrsytor
O3HH IIBa OCHOBHBIX NHKa, cocrmermytomnx TIO BpeMEHaM
* B YACPHHBAHHA ITHKAM AHTAPHOH KHCIIOTH H MET;IOMHHA
- HHKOTHHaMHUJ {pedpaxromeTprtieckoe aeTekTHpoBaNHE), Ha XPOMATOrpaMMax
pactsopa cpasuenus (a) (BOKX)
3. IpozpaynocTs JlomkeH GbITh MPO3payHbIM (T'd PO") [Mpo3payunsiit
4. pH Or16,0 no 7,0 ('d PO°, TNOTEHIIHOMETPHYECKH) 6,7
5. H3rnekaemsiil 06bEM, ma He menee noMuHansHoro (I'd POY) 10,0
6. MexaHuueckue BKTIOUEHHS :
= BHJIMBIE MEXaHHYECKHE BRITIOYEHHS Homxen cootBeTcTBOBATS TpeGoBaHUIM Coorsetcrayer

= HEBHHMbIC MEXBHHYCCKHE BKTHOYECHHR

(F'® PO, Busyansusii) .
Cpennee unecno sacrin pasmepomM 10 MxM 1 6onee He fomKHO

10 Mxm u 6onee — 76

npesbimats 6000 B onHol amnyne, a cpeanee uncno YacTHY HA AMITYTY
pasmepoM 25 MxM H Goniee He JomKHO npeabimaTs 600 B OaHOM 25 mxm 1 Gonee — 2
ammyne (I'd PO’, meton 1) Ha aMIoyny

7. PoncTBEHHbIE NpUMECH:

- THIIOKCAHTHH, I'YaHO3HH Cymmaphoe conepxanue e Gonee 3,0 % or 0.4
HOMHHAJIBHOTO COZlEPKaHHA HHO3HHA (BIMK)

- HUKOTHHOBas KHCIOTa He 6onee 3,0 % oT HoMMRaNEHOTO conepXaHua 0,1
HHKOTHHaMHIA (BXKX)

- HEHIECHTHOHLIAPOBAHHBIE NPHMECH CymmapHoe conepxanmue ot CYMMBI TUIOIAnei 0,05
IHKOB HHKOTHHAMMIA H HHO3HHA HE NOJDKHO
npeBbiwats 2,0 % (83%x)

- moMHbIaBHH He 6onee 0,20 % ot HoMHHANBLHOTO COAEepXKAHHA 0
pubodnasuua docdara marpus @xx)

8. BaKkTepHanLHble 3HAOTOKCHHB [penenvroe conepxanne He Gonee 17,5 ED/ma Menee 17,5

(TP PP, metoa A)
9. Crepunsnocts Jlomken ObITh CTepHnBHBIM CrepubHbii
(F'D PO*, meton MemGpannoi GunsTpaimn)

10. Konuuectsennoe onpeneneHHe ot 0,0018 50 0,0022 r/ma Ci17H20NsNaOsP 0,0020
(pubodnasuna pocdara Harpus)
(Cnexrpooromerpus)
ot 0,090 10 0,110 r/ma CsHeO4 0,099
(swTapuoi kucnoTsr) (BOXX)
ot 0,1485 a0 0,1815 r/ma C7H;7NOs 0,1648
(Mermomuna) (BOXX)
ot 0,0180 no 0,0220 r/ma Ci0H12N4Os 0,0200
(uno03MHa) (BIXKX)
ot 0,0090 10 0,0110 r/mn CsHsN20O 0,0101
(HukoTHHaMKaa) (BDXKX)
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11. YnaxoBka o 10 M B aMIyJibl KOPHYHEBOTO CTEKIA. Tlo 10 M 8 “"Ym:
KOPHYHEBOIO CTEKI
Ha aMny/y HakACHBAIOT ITHKETKY CaMOKIEAILYIOCH. Ha ety Feiin
1o 5 aMAya MOMEINAIOT B KOHTYPHYIO #4eHKOBYIO ITHKETKE CAMOKTEALIARCH,
YTIAKOBKY M3 TUIEHKH nonuMepHoi. KoHTypHy1O [lo § aMmys nOMeLIEHN B
AUCHKOBYIO YTIAKOBKY TEPMOCKICHBAIOT € IIEHKOH ‘Wm":;:‘:;:"”
TNOKpOBHOHN KM $0ABTON ATIOMUHHEBOH, HIH OCTABAAIOT ’nm,‘,pm. KowTypras
OTKpBITOH. AuelKOBAR YNAKOBKA
| WK 2 KOHTYpHbIE S4eHKOBBIE YNIZKOBKH BMECTE © Wm;ﬂ“ ¢ nnenkol
nokpoBHOH.
WHCTPYKUMEH 110 TPHMEHCHHIO MOMELIAIOT B KAPTOHHYIO | 4 o vriiaq suciiosan
TIavKy. YTIAKOBKA BMECTE ©
Uit KOHTPONA TEPROTO BEKPLITHS BOKOBBIE KIANAHbL HHCTpYKLeh 1o
[aYKH MOTYT GLITH 3aKJIEEHBI C JIBYX CTOPOH 3THKETKAMH DPNSHERID IONeRIEHL S
KapPTOHHYIO NaYKy.
HIIH TCPMOCK/Ieel L.

12. MapxupoBka 1) TiepBHUHAR YNAKOBKA ;_}:?P"';m)'“c::‘;m ki
Ha ammy/iax Ha CaMOKICAIIEHCS ITHKETKE YKa3HBAKOT: mw"f,’“mw m"‘“ i
TOBApHBIA 3HAK NPOHIBOIHTESNS, TOPrOBOE HAHMEHOBAHHE NPOMIBOANTENA, TOPFOBOE
JICKAPCTBEHHOTO NPENAPaTa C MpPeynpeIHTesHOR M BekopCTResNOrY
MapkHpoBKO#H ®, 00bEM B MLTHITHTPAX, COACPXNAHHE :'wn;mqu poracii
ncﬁmy:omux BELISCTB, HOMED CEPHH, CPOK rOAHOCTH, MHATHAMTPEX, COACEXANNE
NEKAPCTBEHHYIO (opMy, ONYCKACTCA HAHECCHHE (bapmakoja REACTBYIOUIMX BEUICCTS, HOMED
MIH TEXHONIOFHYECKOH METKH, s, bt i
Ha amrmynax JOMyCKACTCA HANHYHE LBCTHBIX KOMELL 2) TpoMexyToUHaR YNAKOBKE.

2) IpoMeKyTOMHEH YIIAKOBKA Ha nagHxe noKposHoR yKaaan
Ha nndske nokpoBHON YKa3hiBAIOT TOBApHBIA 3HaK ;‘;";5:;1’:‘ e L
NPOH3BOIHTCNA, Ha donbre ANOMHHHEBOH YKA3bIBAIOT: Ha navxe yxasansi: HAHMCHOBAHNHE
‘ToBapHBii 3HAK NPOUIBOMIHTENA, HOMEP CEPHH, CPOX IO/IHOCTH. P e, &0 TOBapHLIA
anpec, # , TOPTOBOC C
3) Bropuunas ynaKoBKa :r‘::::ynpeam::bt;t? cmpmpmwi
Ha nasuke yKassiBaioT: HAUMEHOBAHHE NPOU3IBOLHTENS, €0 ® W FPYINHPOBOYHOE
Topapusi 3HaK, anpec, TelL/dake, Toprosoe ¢ P
n W‘C‘H
npenynpeAMTEbHOA MEPKHPOBKOH ® H IPYINHPOBOIHOS M“:;p,' AT A ,mm‘ R
HANMEHOBAHMA NEKApCTBEHHOIO Npenapara, NICKapCTBEHHYIO :Ecru. YCAOBHA XPAHEHMUA,
dopmy, 06BEM NpeNapaTa B MHUTHIHTPEX, COCTaB, YCIOBHA IHMEHNTS 10 HRIHRICHINO
xpanchus, «[IPHMCHATb 110 HA3HANCHHIO BpAU, «XPAHHTS B z;mx_‘m',,.' el
HeNOCTYTHOM s eTel Mecte!», «CTEPHIIBHOY, yenosnd «CTEPW/ILHO», ycaosus
oTnycKa, cnocod nPUMEHEHAS, HOMED PCTHCTPALMOHHOTO oTnycKa, cnocol npHMeHeRHa,
Y/IOCTOBEPEHHA, HOMED CEPHH, CPOK TOJINOCTH, KONHYECTBO pla s g :”'“" %
AMIIYJT B YNAKOBKE, ITPHXOBOH KOZL EAN-13, dapmakos UrTpHXOBOR KOA m:,
Gapmaxon (phar) ),
(pharmacode), rpadrueckoe H3oGpaxeHue amnys B, TEMpir aofpesi
TIHKTOTPAMMBI, paciui(poBKa NHKTOIPAMM mny:;p; nXTOrpaMMBL
pacl BKA IHKTOTPAMM
«. nckaperseniias popma PACTBOP JUTH
BHYTPMBEHHOTO BBEJIEHHS», Dy e
BHYTPHBEHHOTO
« : cnocod npumenerns BHYTPUBEHHO KAITEJIBHO B BBEJIEHHS,
P?EE HH», « : cnocof NpHMEHERHE
« ® mdapMakoTepanesTHyeckas rpynna [IPOYHE }‘fwm“m KATIENEHO B
TIPEITAPATBI JU15 JIEYEHHA 3ABOJIEBAHMI HEPBHOH T2 i = -
CHCTEMBD». rpynna [TPOYHE TIPEMAPATSI
JIOTyCKAETCA HAHECEHHE CPEICTB MACHTHHHKALMM LIS CHCTEMBI | JULA JIEVEHHA
MOHHTOPHHIA [IBIKCHHA IEKAPCTBEHHBIX NPCTIapaTos. gﬁmﬂ_}ma}mﬂ HEPBHOA
Hanecenne cpencso
HASHTHPHKRIMH ANA CHCTEMBL
MOHWTOPWMHIA ABMKEHHR
ACKRPCTBEHMbIX MPENAPATOR.

13. Xpanenue B 3alIHILIEHHOM OT CBETA MECTE IPH TEMIIEPATYPE HE B saudieHsoM o7 CeeTa

geue 25 °C. MecTe 21;2;2: TeMMepaType He
BbIILE .
14. Cpok roiHocTH 2 rona 2 rona

*_ feficTByiouee u3zaume [ocynapcTeertoi PapMakornen Poccuiickoil ®enepannu
3axmodenne; cootBercTByeT Tpebosanuam HI1 P NOO3 135/01-220319, u3m. Ne 1, m3m. Ne 2,
m3M. Ne 3, u3m. Ne 4

Jlata puna' naenopra: 21.02.2022 Cpoxk roguocti 1o: 01 2074
3apenyroumii KAnJI u TA‘\ A. C. Bnacosa

i FeiBtFoy G i
Hananuime OFKK . A ) 7l A U MiEnnpoma

JIInpexTop no Ka4ecTsy C. H. Cxopuk
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00O “Hayuno-trexnonornueckas papManesTHYeCKas ¢upma “IIOJIMCAH”

Paspemenne Ha peannsamyio Ne

Hanmenopanne

dopma BBIyCKa

MHH

PY Ne

HopmaTtHBHas noxyMenTanus
Howmep cepuu

Pasmep cepun

KomuuecTso nocne kontpons
Ne Ananurudeckoro nacnopra
Tonen mo

[pennpusTHe-TpON3BOAHTENE

IpennpusTre-ynakopmmx

229 o1 24.02.2022

IUTODJIABHH pactrop nus BHYTPHBEHHOIrO BEefienns, 10 ma, Ne5,
Poccniickas ®enepanus

ammy.a 10 Ma X 5 (nawxa kapronnas)

Knoannﬂiuxomnauu,u+Pnﬁn¢ﬂasnnﬂfﬁrapuan KHCJI0Ta
P N003135/01

P N003135/01-220319 u3m. Nel, uam. Ne2, mam. Ne3, wam. Nod |
1010122

5 644 ynx

5577 ynx
102
0124

000 «Hayuno-rexnonornyeckas GapmanerTueckas bnpma
«ITOJTMCAH», 192102, Poccuiickas @enepanus, r. Canxr-Ierep6ypr,
ya. Canosa, a. 72, k. 2, aut. A : :

000 «Hayuno-rexnonoruyeckas papManeBTHYCCKAN PpupMma
«[TOJTMCAH», 192102, Poccuiickas ®enepanus, r. Cankr-Ilerepbypr,
yia. Canomga, 1. 72, k. 2, auT. A

AHAJIM3 NPOH3BOACTBEHHOM JOKYMEHTALNY

Hocre na ceprio nposepeno Ha
Hocre na cepnio onobpeno Ha
KpHTHYecKHe OTKIOHEHHS OTCYTCTRYIOT Ha

Cepus npoussenena n IPOKOHTPOIHPOBAHA B COOTBETCTBHH C JINIIEH3Hel Ha IPONIBOACTBO
JIEKaPCTBEHHBIX CPECTB, TPeGOBANHAME PETACTPANHORHOTO A0CKe, TpeGOBAHHUAMHE OpPranH3aNHA
NPOH3BOACTBA H KOHTPO/IA KA4ECTBA JIEKAPCTREHHKIX CPENCTR (NParHa GMP), a Takme HARIMM
TpeGoBaHKUAMH 1efiCTBYIOLIEro 3aKOHOAATEALCTBA,

Hpoayxuus paspemena K peaTn3anuu

VriomHoMoueHHOe Mo {/f
Havansuuk otnena @ Crenanosa M.C.
(zomxHOCTH) th‘tmnncxu) (pacnudpopka noanHcH)

[onosxenue o miue, OTBETCTBEHHOM 3a BBIMYCK CCPHH (YTIONHOMOYEHHOM JIHLE 110 Ka4ecTRY), Jata yre. 11.01.2021







