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3A0POBbA

® NOJINCOH

OBUWIECTBO C OTPAHMYEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONIOTUYECKAS GAPMALIEBTUYECKAA OUPMA «NOSMCAH»

192102, Cawuxr-fleTep6ypr, yn. Canoea, 72, kopn.2, nuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AnanuTHyeckuii nacopt Ne 963
Ipenapar: UTODIABHH®, pacTBop a1t BHYTPHBEHHOr0 BBeICHHA

Cepns: 12631021 P N003135/01
®opma Bemycka:  (ammyna) 10 ma x 10 (mauka xapTonnas)
Komayectro: 2936 ym.
Jara H3rotoBsieHns: okra6ps 2021 r.
Jdanncie anaauia
IlokazaTens TpeGosanms HJ P N003135/01-220319, u3m. Jannbie
Ne 1, mam. Ne 2, nam. Ne 3, mam. Ne 4 aHANH3A
1 2 3
1. Onucanue IMpo3spaunas KHAKOCTE RENTOrO 1BETA Tlpo3pavHas XHAKOCTE
{Busyansusii Meron, I'® PO") XETTOro 1BeTa
2. TNommuHHOCTS:
= pnﬁo{pﬁanﬁﬂa ‘boc¢a'r HanI‘lﬂ CIIBKTP TIOTTIOWCHHA HCTIBITYEMOIO PacTBOpa, Cmmye'{'
NPHrOTORNEHHOTO U4 KOAHYECTBEHHOIO OnpeacncHHR,
NIONY4eHHbINA Ha CNEKTPO(OTOMETPE B KIOBETE ¢ TONIIMHOM Ccroa
10 MM B ofmacTs o1 300 10 550 HM AOKEN HMETL MAKCHMYMBE
npy (445+2) uM 1 npw (373+2) um (CnextpodoToMeTpus)
Ha xpomMaTorpamMmax HCIIHITYEMOrO PACTBOPS AO/DKHBE
TIPHCYTCTBOBATH IBA OCHOBHBIX TTHKA, COOTBETCTBYIOUHMX MO
- AHTApHasA KHCJIoTa BPEMEHAM YACDMHBAHHA MHKAM HHOIWHA H HHKOTMHAMHKAA
- METTOMMH (cnexTpodoTomeTputeckoe TeTexTHpoRaHKE NPH 254 HM), 1 Coorsercrayior
- HHOZHH [1Ba OCHOBHBIX ITHKA, COOTBETCTBYIOMMX 110 BpEMCHAM
: YACPKUBAHHA NTHKAM SHTAPHON KMCAOTH M MEMIIOMHHE
- HAKOTHHaMHJ (pedpaxToMeTPRUECKOE IETEKTHPOBAHNE), HA XPOMATOTPAMMAX
pactsopa cpasrenns (a) (BOXX) -
3. Ipo3paunocrs Lomxen 6biTh npospaussM (I'D PP”) Ipospaussiii
4, pH 0t 6,0 no 7,0 (I'® PD*, norenumomeTpuyecku) 6,7
5. W3mnexaemuiit 00bEM, M1 He menee HomunansHoro (F® PO 10,0
6. MexaHmteckue BRITOYEHUS
- BHHMbIE MEXBHHYECKHE BIIOYCHHS Homken cooTBETCTBOBATS TpeGoRaHMAM _ Coorserctayer

= HEBHAHMBIC MEXBHHYCCKHE BKIIIOYEHHA

(C'D PO°, Buzyansusiit)
Cpeanee uncno yactuil pasmepor 10 mim u Gonee He nomKHO

10 mxm 1 Gonee ~ 19

npessiuats 6000 B oAHOK aMITyne, a CPEIHEE YHCIO HACTHL Ha aMnyny
pasmepom 25 mium H Gontee He AOMKHO Npepbimars 600 B oxHoH 25 mxm 1 Gonee - 0
ammyne (F® PO°, meron 1) Ha amnyny

7. PoacTBeHHBIE IPUMECH:

- THITOKCAHTHH, I'YaHO3HH CymmMmaproe comepxanue He Gomee 3,0 % ot 0,4
HOMMHAJILHOI'O CONEPXAaHUA HHO3HHA (BIX)

- HHKOTHHOBaA KHCIIOTa He Gonee 3,0 % 0T HOMHHAIBHOTO COAEPKAHUA 0,1
HUKOTHHAMHA (BIKX)

- HEH/IEHTHHITHPOBAHHBIC IPHMECH CymMapHoOe cofiepxaHne 0T CyMMEI TuTomaneit 0,07
NIMKOB HAKOTHHAMHIA W HHO3HHA HE AODKHO
npessnuats 2,0 % B3xx)

- moMudIaBHH He Gonee 0,20 % 0T HOMHHATBHOTO COlEPAHUS 0
pubodnasuna docdara HATPHA (BIKX)

8. bakTepHalbHble 3HIO0TOKCHHEI ITpenensnoe conepxanue He Gonee 17,5 ED/mn Menee 17,5

(I'd PO', meton A)
9. CrepunbHOCTD Homxken ObITh CTEPHALHEIM CrepunbHbii
(I'® PO’, Meron MemBpansol GuisTpaumH)

10. KongecTBeHHOE onpenesienye ot 0,0018 no 0,0022 r/mn Ci7H20NsNaOoP 0,0019
(pubodnasnna docdara narpus)
(Cnextpodoromerpus)
or 0,090 1o 0,110 r/ma CsHsO4 0,099
(sanTapHoit xucnots) (BIXX)
ot 0,1485 no 0,1815 r/mMn C7H17NOs 0,1619
(Mermomuna) (RKX)
ot 0,0180 no 0,0220 r/ma CroHi12N4Os 0,0195
(uno3una) (BOXKX)
ot 0,0090 mo 0,0110 r/mn CsHsN20 0,0008

(rvkoTHHAMKAA) (BOXKX)
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11. Ynakoska ITo 10 mn B ammyIIs1 KODKYHEROTO CTEKNA. To 10 mn B ammynax
KOPHYHEBOIO CTEKNA.
Ha amnyny HakieuBaloT ITHKETKY CAMOKJICALILYIOCH. Ha Seimtony sikiorbus
Mo 5 amnys noMealoT B KOHTYPHYIO S4eHKOBYIO ITHKETKA CAMOKTIESIanc,
yNaxoBKy K3 naéuxku noauMepHoi. Kontypryio Tlo § ammys noMewness: B
AYEHKOBYIO YNAKOBKY TEPMOCKICHBAIOT C MIEHKOH MOBTYRIYM “‘mﬂ’
YNaKOBKY H3 I
NOKPOBHOM HAH (OALrOH ATIOMHHHEBOH, HITH OCTABIRIOT | 1o mvenyoR, Kowrypas
OTKPEITOH. suelikoBas ynaxosxa
| unu 2 kOHTYpHBIE TYEHKOBBIC YIIAKOBKH BMECTE © Tepuocu;m © ngHKoR
TOKPOBHOR,
HHCTPYKUHMEH 10 NPHMEHEHHIO NOMEMIAIOT B KAPTOHHYHO 2 R
TauKy. VNAKOBKH BMECTE C
JLiis KOHTDO/A NEPBOro BCKPLITHA GOKOBLIE K1anaHb! HHCTPYKuHeR 1o
NaykH MOTYT OBIT: 3aK/IEEHRBI C ABYX CTOPOH ITHKETKaMH | MPHMCHEHHIO MOMEIICHN B
HITH TEPMOCKJIEEH L. B
12. Mapkunpoeka 1) Ilepauunan ynasonka 1) Tlepoinan ynakossa.
Ha amnynax va camoxnenueficn
Ha ammynax Ha caMOXnEsLIEHCS ITHKETKE YKAILIBAIOT: A ot o gy
TOBAPHEIH 3HAK NPOHIBOIMTENA, TOPrOBOE HAHMEHOBAHHE npoMIBoANTERS, TOPrOBOS
NIEKAPCTBCHHOTO NPCNApaTa ¢ MPeAyNpeaHTEIbHOM Eaae 0NN meEApCTISRRTIO
MapKHPOBKOH ®, 06HEM B MHUTHIHTDAX, COAEPKAHHE T e g
AeHCTBYIOMIAX BELIECTH, HOMEP CEPHH, CPOK MOAHOCTH, MHIUAAHTDAX, CONCPAXAHME
NEKApCTBEHHYIO opMy, AOMYCKAETCA HaHeceHHe dapmakoaa REfICTBYIOWNHX BEWICCTS, HOMEP
CepHH, CPOX TOOHOCTH,
HJIH TEXHONOTHYECKOH METKH. nexapcTennan fopma.
Ha aMmyniax BOMycKaeTca HAMHUHE LBETHBIX KONeLL 2) Tipomexyrounas yraxoma.
2) IpomexyTounas YNAKOBKA Ha naénxe noxponhoi yxasan
Ha nngnke noxpoBHOH yKassIBAIOT TOBAPHBIH 3HAK » Bmpm iz
npoussoautens. Ha donsre amoMHHACBON yKa3biBaloT: Ha nauke YRAIAHL HAHMEROBENNE
TOBAPHBIH 3HAK NPOHIBOAHTENA, HOMED CEPHH, CPOK NOAHOCTH, NPOIBBOAMTENR, MG TOBAPHMI
3) BropHunas ynakopxa g
Ha nauke ykasmBaioT: HAMMEHOBAHME NPOHIBOAMTENS, EM0 ® u rpynuposouHOe
TOBApHBIH 3HAK, anpec, TeL./PaKe, TOProeoe ¢ S REXAD W;n
NEKADCTBEHHAL
npeaynpeHTensHOl MapKHpOBKOH ® H rpynnupoBoYHOe O KA ARG
HAHMCHOBAHMA JICK2DCTBEHHOTO NPENAPATA, IEKAPCTBEHHYIO COCTAB, YCNOBMS XpaHEHHS,
dopmy, o6bEM NpenapaTa B MHILTHIHTPAX, COCTAB, YCNOBHA «ITpmeaTs RO HasHAEHITO
xpanerns, «[IPUMEHITs 10 HASHAYEHHIO Bpaua», «XPAHHTE B o m"'"xm s
HeaocTynHOM ans Aetedt mecre!n, «CTEPHIIBHO», yenosns «CTEPHITEHOp, ycnossa
OTHYCKa, CNOCO6 NPHMEHEHHA, HOMED PETHCTPAIHOHHOTO oTnycKS, CHOCOG NpKMEnEHH,
YAOCTOBEPEHNS, HOMEP CEPHUH, CPOK TOHOCTH, KOTHYECTBO prson. om iR,
aMIyn B YNakoBke, 1TpHxopo# koa EAN-13, papmaxon urrpixosoll kox EAN-13,
apmaxon (pharmacode),
(pharmacode), rpadmieckoe nioGpaxenue ammyns B PR oGP RIOR
NHKTOTPaMMBbl, pactiHpOBKa MTHKTOTPAMM aMmym l MUXTOrpaMMBL,
pacwnppOBKA NHKTOrPAMM
« W nekapcrseHHai dopma PACTBOP JUIA
BHYTPHBEHHOI'O BBEJIEHHSI», PACTBOP I
: YTPHBEHHOTO
« =2 10006 mpamesesns BHYTPUBEHHO KATTEJTBHO B i dicnr
PA-3.B EE. »’ « : cnocol npuMeHenHT
« ® SpapmaxorepanesTHieckas rpynna [IPOYME gﬂ}{;'}'mamno KATIENEHO B
[IPETIAPATEI JUTsI JIEYEHHWA 3ABOJIEBAHHI HEPBHOH i BEJIEHII,
® ® hapMAKOTEPANEBTHYECKAR
CHUCTEMbL». rpynna MIPOYHE [PEMAPATHI
JonyckaeTcs HaHeceHHe CPEICTB HACHTHOUKALM ANS CHCTEMBL | JULS JTEYERMA
MOHMTOPHHTA IBYKCHHA ICKAPCTBEHHBIX MPENIAPATOB. JABONEBAHHH HEPRHOH
CHCTEMbI».
Hanecenne cpeacrso
HACHTHOMKALUMH [N CHCTEMM
MOHHTODHHTE ABIOKEHHR
O P T, i)
13. XpaneHue B 3ammineHHoOM 0T CBETA MECTE NPH TEMIEPAType He B sammmensoM or csera
o, MECTE [MPH TEMNEparype He
seiue 25 °C. sume 25 °C.
14. Cpok rogHocTH 2 roga 2 rona

*- nefictyroutee usnanue NocynapcreenHoit ®apmaxonen Poceniickoit ®eaepaunn
3axmoyenue: cooTBeTcTByeT TpeboBarusm HJT P N003135/01-220319, uam. Ne 1, uam. Ne 2,
u3M. Ne 3, uzm. Ne 4

[Mara Beinauu nacnopra: 13.01.2022 Cpok rogrocty no: 10 2023

3apenmyrouuii KAnJI A. C. Bnacoea

{
Hauansauk UKK /‘Z;/ A. U. ®&poposa

JlipexTop no KayecTy C. HU. Cxopuk

HHC-KO-2000-0160 «KoHTpoas npou3seaeHHOR NpoayKunn», Bepcua 10, Jlara seenenns: 10.03.2021




000 “Hayuno-Texnojorayeckas papmauesTniyeckas pupma “IIOJTNCAH”
Paspenienne Ha peanusanuio Ne 00000035 ot 18.01.2022

Haumenopanune IIHTO®JJABUH pacTeop A/ BRYTpHBeRHOro BBeacHns 10 ma Nal0,
Poccniickas ®eaepauns

<Popma BRITYCKa amnyaa 10 ma x 10 (nauka KapToHHARA)

MHH Huosas+HuxorunamMun+PubodaasuntAurapHan Knciora

PY Ne P N003135/01

HopMmaTuBHas J0KyMEHTauHus P N003135/01-220319 u3m. Nel, mam. Ne2, wonm. Ne3, mam. Ned

Homep cepun 12631021

Pasmep cepuu 2936 yak

KonnuecTso nocie KOHTPOILA 2 898 ynx

Ne AHanuTHIECKOT O NAacnopTa 963

T'onen go 1023

TlpempHATHE-TIPOH3BOJHTETD 000 «Hayuno-rexnoaornueckas papManesTuaeckan pupma

«ITOJIHUCAH», 192102, Poccriickas Deacpauns, r. Canxr-IlerepOypr,
ya. CaioBa, 1. 72, k. 2, JIAT. A

TIpeanpuaTHe-YNAKOBHIHK 000 «Hayuno-rexHoxornueckas apmaneBTHIecKAA HpMa

«TOJTMCAH», 192102, Poccniickas ®enepanns, r. Cankr-Ierepbypr,
va. Canosa, 1. 72, k. 2, IMT. A

ANHaJH3 TPOH3BOACTBEHHOMH JOKYMEHTAIHH

Jocbe Ha cepHI0 MpoBepeno Ja
Jocue na cepnio opobpeno i ()
KpHTHYeCKHE OTKJIOHEHHH OTCYTCTBYIOT Hda

Cepns npousseena A MPOKOHTPOJHPOBAHA B COOTBETCTBRH C JHleH3HeH HA IPOH3BOACTBO
NeKapCTBEHHBIX CPEACTB, TPeGOBAHUAMM PerUCTPAIIHORHOIO J0Che, TPeGOBAHHAMME OPraHH3AUHY
HpPOH3BOACTBA M KOHTPOAS KA9eCTBA JEKAPCTBCHNbIX CPECTB (IpaBni GMP), a Tak:ke HHBIMH
TpeGoBaHAAMH AeACTBYOUIEr0 3aK0HOAATeILCTBA.

Ipoayxnus paspeieHa K pealn3anay

VYrnonsoMo4eHHOE THLO
Hauaneuuk oTaena K Crenanosa M.C.
{IOIDKHOCTE) (DoAnuCcE) / {pacmmdpoBKa NOANHCH)

f
f

TlonomkeIuse o ANLe, OTDOTOTUSLIIOM D& DLIIYeK eepr (¥ No/io MO IeIToM LY 00 Ke1eeTDy), teTa yTo, 11.01.3021







