WHTenneKT Ha 3awure
3p0posba

® NOJINCQH

ITpenapar:

Cepus: 1451021
®opMa BEITyCKa;
Komuectso: 6000 ym.

Hara u3rotoBnenus: oxta6ps 2021 r.

OBLUECTBO C OFPAHWYEHHOW OTBETCTBEHHOCTbIO

«HAYHYHO-TEXHO/IOr MMECKAA ®APMALIEBTUYECKAS DUPMA «[TOJIMCAH»

192102, Cankr-Nerepbypr, ya. Canosa, 72, xopn, 2, AuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AHasaTHYecknii nacnopr Ne 1021

PEAMBEPUH® pacreop ans undyzuii 1,5 %

(xoHTelinep) 250 Ma x 5 (Tapa kapToHHas)

Jlannbie anaanza

P N001048/01

Hokasarens

TpeGosaunsa HJ[ P N001048/01-290319,
H3M. Ne 1, u3m, Ne2

Janubie anaamsa

- HEBHIHMBIC MeXaHWYECKHE BKIIOYEHHSA

(I'® PO*, sayansumiit Metox)

B 1 Ma1 cpennee yncno wactuu pasmepoM 10 MM u
Gonee He JOMKHO NpeBEINATE 25, & CpenHee YHCNo
HacTHI, pasMepoM 25 MKM H 6osice He JODKHO
npesbinats 3 (T'® PO* meron 1)

1 2 3
1. Omacanne Ipospaunas GecupeTHAs KHIKOCTE Ipo3paunas Gecupernas
(Buayansubiii meroxn) KHIKOCTE
2. MommunyOCTS:
- AHTApHAN KHCIOTA Bpemena yaepuasanus nHxos sHTApHOM KHCIOTH  MermOMItHA CootsercTayior
- METTIIOMHH Fia XpOMATOrpaMMax MCIMTYEMOrO PacTaOpa, NONYUEHHWX NpH
KOJTHIECTBEHHOM ONPCACNCHHN,  NOIDKHB COOTBETCTBOBATE
BPEMCHAM YRC[KHBAHWA DHKOB COOTBETCTBYIOMMX BEWICCTS Ha
J— XpOMATOrpaMMax pacTsopa cpasResus (BOXKX)
atp Hanwume asammwueckoro  cmrmana NMPH  KONHYECTBEHHOM Hpﬂcyrc‘mye'r
onpeeneHnn natpus (ASC)
- Kanuh Hanaune  anammraweckoro A TPH  KOIMYECTBCHHOM ITpucyrerayer
oupeaencHun xanns (A3C) ;
- XTIOpHAB peaxuna A T—
(Kauecrpennan peasana EQ** 2.3.1, peaxuus a) L hHay
- MBrsHni Xapakrepuas peaxius "
(Kanccrsenmas peawms, 1D PO¥) Tlonoxwurensxas
3. IlpospaunocTs HomxkeH 6s1Ts npospauseM (T PO*) TMpo3pasunsLi
4. IigetHOCTE HomxeH 6bis Gecupetrnm (IO Pd*) Becusernsiit
5.pH Or 6,0 10 7,0 ("' PO*, notenunomerpraecku) 6,4
6. Mexannueckde BKIIOYEHHS:
- BUIMMEIE MEXAHHYECKHE BKIIOYEHUS Nomxen cooreeTcTBORATE TPeGOBAHUIM CootsercTByer

10 Mxm 1 Gonree - 1 8 1 M
25mxMm M Gonee - 0B 1 Ma

AMOMMUHH! HAH kOMG H3a

7. H3mnekaemuill o6L.8M Ile Mcnee HoMuRanBHOTO (T'D POY) 270
8. OcMonansHoCTE ot 284 10 347 MOcM/Kr 314
(C'® PO*, kprockonuueckuif)
9. AHOMa/IBHAA TOKRCHIHOCTE JHomxeH GbITh HEeTOKCHUHEIM Heroxcnummit
(U151 KOHTEHHEPOB NOMHMEPHBIX) (I'® POY)
10. BakrepramsHle SHAOTOKCHHE [Ipenentroe conepsxkanue ne Gonee 0,5 E3/ma Menee 0,5
(T'® PO*, meron A)
11. CrepunsrocTts Homkes Guirs cTepubHbim (I'D PO*) CrepunsHbii
CEPHA BHITYIICHA O NAPAMETPAM
12. Nornowenne B VO-06nacTu OnrHyeckas TIOTHOCTL NIPENapaTa P LiHHE BONHL 280 0,013
: KoHTE HepoB NONHMEpHBIX) HM He fo/mkHa npesbimars 0,2 (Cnextpodorometpus)
13, KonweeTReHHoe nnpenenerwe:
- CYKUHHATH Ot 41,4 10 50,6 Mmons/n (BIKX) 45,0
- METIOMMH Ot 40,2 10 49,2 Mmons/n (BKX) 44,0
- METTIOMHHA HATPHA CYKUHHAT Or 13,5 Ho 16,5 r/n (Pacuéusi METON1) 14,8
- HaTpHil Or 132 20 162 mmoms/n (ADC) 143
- Kannit Or 3,62 110 4,42 mmons/n (ADC) 3,91
- Mareui Or 1,13 po 1,39 mmons/n (THTpEMeTpHS) 1,29
- XNOPHABI Or 98 a0 120 Mmoms/n (TurpumeTpns) 109
14, ¥Ynaxonxa TIn 200 wma 400 s » fiyrwames crexasRmkie saecTEMOGTLIO 150 Mo 250 mn b 1orrreiimopas 1
mSMm,mmﬂmwno,mzmmnm»unﬁyrmm TUIEHKH MHOTOCNOMHON
CTEKIIAHHBIE BMECTHMOCTEIO 250 i 450 mn, coorsercrsentio, nonuonehHHOBOMN.
YKYTOPeHEBIe NPOGKAMH 13 PEINHK, O6KATHIE KOMIATKAMN Ha xonrefinep meTogonm

H
[HACTMACCH.

Ha bymanxy naxnensaior yruxerxy CAMOKNEALYIOCH,
Kamayio Gymsurky Buecte ¢ mHCTpyKusei no MEJHUHECKOMY
MPHMEHEHHIO MOMELUAIOT B NAYKY W3 KAPTOHA, Ha KOTOPO#H
AOMYCKACTCA HAHECCHHE ITHKETKH KOHTPO/IA NEPBOTO BCKDHTHS.
Tlo 250 wnw S00 M1 B KOHTelHEPH M3 MIBHKA MHOrOCHONNOH

Tep qATH \PKHP
5 xoHTeHHEPOB MO 250 MA BMecTe ¢
HHCTPYKUHAMH TI0 M€ THITHHCKOMY
DPHMEHEHHIO NOMEMEHB B ALUMK H3
ropupoBannoro kaprona (ommyck
no peuenty). Konmecrso
HHCTPYKUHHE DO MeZHIHHCKOMY

nonnonedHEOBOI. TPHMEHCHHIQ DABHG KOIHYSETRY
Ha xonrelinep MeTonom Tepmoneuat HanocsT MapKHPOBKY. MEPBHYHBIX YNAKOBOK B rPYONOBON
Tape.

HHC-KO0-2000-0160 «Kontpons TPOM3BEACHHON Npoaykumu», Bepcus 10. ara seenenns: 10.03.2021
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1 2 3
37 xourelinepa no 150 Ma wam 20 xosvefinepos no 500 ma BMecTe ¢
HCTDY no y mp AKOT B Py
TAPY NUIHX S Kap rodpHp (mna pos). K
HHCTPYXIUMH NO MEAHUMHCKOMY TIPHMENCHAIO PABHO KOHUECTDY NEPRHYHEX
VIAKOBOK B TPYNNOBOH Tape.
15. MapkupoBka 1) TlepeAunzs ynaxoexs 1) TepBHtinas yNakopka
Ha sruxerke GYTHIKH ¥ ApHBIA 3HAEX, anpec,

Ha xonTeHiHepe yKa3aHsl:
TOBApHBIHA 3HAK, HANMCHOBAHHE,
aapec, Ten./gake
[IPOH3BOJHTENS, TOProBoS
HauMEHOBAHHE Npenapara ¢
NpeRynpennTensHOH
wapkunoRKni ®,
fieKapeTBeHHaR dopua,
KOHHCHTPALMA B MPOLIEHTAX,
HOMED CEPHH, CPOK TOJHOCTH,
TCXHONOTHYECKAA METKA, 00BEM
B MHJUIHINTPAX, COCTAB,
«TeopeTHYECKan OCMONAPHOCTE
353 mOcm/m», «CTEPHJIBHOR,
«BHYTPHUBEHHO», ycnosua
XpaHeHns, «Jlomyckaerca
3aMOPAKHBAHHE NPENApaTa»,
HOMED PETHCTPALIHOHHOTO
YAOCTOBEPEHHA.

2) BroputHas yrakoBKa

Ha 3THKeTKe AHKa H3
rod)pHpOBAHHOr0 KapTOHA
(OTTIIYCK N0 PeuenTy) ykasaHs:
TOBapHBIA 3HAK, HAHMEHOBARME,
anpec, Ten./fakc
NIPOM3BOAMTENA, TOPTOBOE C
npeAynpeauTensHOR
Mapkuposkoii ® u
IPYNMHPOBOYHOE
HAMMEHOBAHMA PENApaTa,
nekapcTeeHHas opma, o0séM B
MMUTHAHTPAX, KOHLIEHTALHA B
NPOLICHTAX, COCTaB,
«Teopernueckas OCMO/SPHOCT:
353 mOcm/m», «CTEPHJIBHO»,
«BHYTPHUBEHHO», ycnoeus
XpaHeHHs, YCHOBHs OTIYCKE,
«Jlonyckaerca 3aMOpakKHBAHHE
npenapara», HoMep
PETHCTPALHOHHOTO
YAOCTOBEPEHHSA, HOMEP CEPHH,
CPOK TOJHOCTH, «XPaHuTs B
HEJOCTYIHOM 1A AcTel
mecte!», «[IpHMeHaTs no
HAZHSUESHHIO Bpauay,
KOMMYECTBO KOHTEHHEDPOB,
mTpuxosoii koa EAN-13,

MAHUITYISLHOHHEIE 'mm! _[,

T4

Hanecensl cpeactea
MAEHTHQHKALHH JUIS CHCTEMBL
MOHMTOPHHIA ABHXKEHUA
NEKapPCTBEHHBIX NPETApATOB.

16. YcnoBus XpaHeHHA W MEPHI
NpeAOCTOPOXKHOCTH

B 2aiMImEHHOM OT CBETA MECTE NPH TEMNIEPATYPE He
dbiliie 23 ", JULYUREEIUH SUMUPDRHBAHKE HPELdpdLd.

B 3a1HEHHOM OT CBCTA MECTE NPH
TEMTERATYD 16 B 25 °C,

17. Cpok roaHOCTH

TSHKA MHOTOC0MHOA nonxoneduuoBoR

5 5ieT B OYTBUIKEX CTCK/AHHEIX, 3 012 B KOHTeHHEpAX 03

Jory P penap
3 roaa B KOHTEHHEpAX W3 UIEHKH

muorocnolnol nonnoneduronol

— neficTaytomee u3nanue ['ocynapcTeeHHOH PapMakonen
*#*_ neficTeylontee u3nanne Esponefickoit @apmakonen
3akmoveHne: cooTBeTCTBYET TpeGosanuam HIL P N00104

Jara seinaun nacnopra: 09.11.2021
3asemyromuii KARJI

Hauaneuuk OKK

JIMpeKTOop 10 KauecTBy

HHC-KO-2000-0160 «Kourpons npon3seaeHoH MPOTyKLHM»,
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Poccuiickoit Denepaunn

8/01-290319, m3m. Ne 1, uam. Ne 2
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A. C. Bnacoga
A. W. dEnoposa
C. W. Cxopak




000 “HayyHno-TexH010THYECKAA APMANEBTHYECKAN ¢upma “IIOJIHCAH”
Paspemenne Ha peanuzanuo Ne 00000913 or 11.11.2021

Hanmenoranue PEAMBEPHH pacrsop ain nudyanit 1,5%, 250 ma s KOHTeliHepax
noxuMepHbIX No5, Poccniickan ®enepanun

(dopma BhITYCKA KouTeiinep 250 M1 X 5 (Tapa kapTonnas)

MHH MernoMBER2 RATPHA CYKIHHAT

PY Ne P N0O01048/01

HopMatuBHas 1oxyMeHTaums P N001048/01-290319 Ham. Nel-2

Homep cepmn 1451021

Pasmep cepun 6000 ynx

Komuuecrso nocite kontponsa 5978 ynx

Ne ARanATHHECKOro MacHopra 1021

Fozen no 10 24

TpeanpuaTne-npon3BoHTE T 000 «Hayuro-TexHodoru"eckan GpapmManeBTHIECKAS bupma

«I[IOJTHCAH», 192102, Poccuiickan degepains, r. Cankr-Ierepbypr,
yi. Canosa, A. 72, K. 2, 16T, A

TIpeAnpHATHE-YNAKOBIHK 000 «Hayuno-TexHOJOrHecKaA PapManeBTHYECKAS Ppupma

«ITOJTMCAH», 192102, Poccniicikan ®enepauns, r. Cangkr-Ilerepbypr,
yi. Canosa, 1. 72, K. 2, auT. A

AHaJIA3 NPOH3BOACTBEHHON J0OKYMEHTAIMH

Jocke ua cepuio nposepeno da
Hocbe Ha cepuio ogobpeno Ua
KpurHtieckne 0TKI0OHEHUS OTCYTCTBYIOT da

Cepus npousBejiena A NPOKOHTPONHPOBANA B COOTBETCTBHH C JAHUEH3HEH 1A HPOHIROACTBO
JEKAPCTBEHHBIX CPEIACTB, TPeGOBAHNAMH PErHCTPANHONNOTO J0Cke, TpeGOBANHAME OPraHH3aALHE
IPOMIBOACTBA M KOHTPO/IH KaYecTBa JEKAPCTBCHHBIX CPEACTE (IPaBHJI GMP), a Takke HHLIMHI
TpeGoBaHNEMM [efiCTBYIOLIEr0 3aKOHOAATENLCTBA,

IIpoayknus paspenieHa K peann3amun

YHoaHoMOYeHHOE THLIO

Hauamsnux otnena Crenanosa M.C.
{AMDKHOCTE) (noamuce) / (pacIH(POBKa MOAITHCH)

Tonowenne o mile, OTBEICTBEHHOM 32 BITYCK CEPUH (¥YmoaHOMOUEHHOM MHNE TIO KavecTy), Aata yT8. 11.01.2021







