Mngn:::'r Ha 3aumTe OBLUECTBO C OrPAHMYEHHO OTBETCTBEHHOCTbIO
3Aopo “HAYYHO-TEXHONIOMMYECKAS OAPMAUEBTMYECKAS duPMA «NONUCAH-

192102, Caaxr-nerepﬁypr, yA. Canosa, 72, KOpn.2, nut.A,
. HOHMCOH Ten.: 812 710 8225, danc: 812 764 6284, e-mail: info@polysan.ry

AHanHTRYeCKHIT nacnopr Ne 1045
IIpenapar: HHTObeIABHH@, PacTBoOp nas BHyTpHBenHoOro BBeleHM

Cepus 13831021 P N003135/01
®opma Bemycka; (amMmyna) 10 ma x 10 (nayka KapTOHHas)
Konuyecrso: 2972 ym.
Hata m3rotosnenus: OKTs0ps 2021 .,
Hanusie anannaa
IMoxazareas Tpebosanus 1] P N0O3 135/01-220319, im. Jdanunie
Ne 1, mim. Ne 2, mam. Ne 3, u3m. Ne 4 aHalH3a
1 2 3
1. Onucanue Tlpospaunas xunxocrs WENTOro nBera Mpospaunas KHIKOCTS
(Busyansnuiii meron, ' Po*%) #ENTOro NBeTa
—ZCTTOro nBera
2. NopnuHHOCTE:
5 pﬂﬁmp JIaBHMHA d)ocd)aT HATPHS Cnexrp nornomennus HCTIBITYEMOTO pacTBopa, CGO’rBe'rmyCT
NPHIOTOBNICHHONO ang KONHYeCTBEHHOMD onpenenel!m,
nofy4eHusil Ha CNEKTpopoTOMETPE B KIOBETE € TOMUMHOHA cniog
10 Mm B 061acTu ot 300 A0 550 HM nomDKeH umeTy, MaKCHMYMB
NpH (44542) uu n npH (373+2) pu (Cnctﬂpo@omue'rpm)
Ha xpomarorpammax HCTIITYEMOTO pacTBOpa Jomiim
NPHCYTCTBOBATE AB3 OCHOBHBIX K2, COOTBETCTRYIOMEX 1o
- AHTapHas Kuchora BPEMCHAM YepokcHBaNMS nkam HHO3HHA H WHKOTHHAMK A
- METTIIOMMH (cuenp0¢mnue'rpmecxoe ACTEKTHPOBaHuE nipn 254 HM), ¥ Comnercraym
- HEO3mY ABa OCHOBHMIX NHKa, COOTBETCTBYIOMHX 110 Bpemeram ‘
YACPKHBAHAN NHKaym AHTAPHOH KHCHOTH M MErmOMHHA
-~ HHKOTHHamu (pedppaxtomerpuueckoe ACTEKTHPOBAHHE), Ha XPOMATOrpaMMax
PACTBOpa cpasHeHmA (a) (BONCX ) .
3. pospaunocts Homken Gurts Po3payHkiM (I'D Pd*) TIpospayngit
4. pH 01 6,0 10 7,0 (I'd PO, NoTeHUHOMeTpHYeckn) 6,7
5. M3Bnexaemniif o0BEM, M He metee Homuuansroro (o Pot) 10,0
6. Mexanmyeckue BKITFOYEHUs
= BHIHMBIE MEXAHHYECKHE BRTIOYEHS llomeu.ooo'mercmoam TpeGoBanuam Coomsercmayer
(I'e po » Busyans nasi)
= HEBHAMMbIE MEXaHHYECKHe BKTIOYCHHA Cpeanee sucno vacrun PasMepom 10 Mk 1 Gonee He nomxso 10 MxM 1 Gonee — 1]
npessimats 6000 B oo aMImyne, a cpenHee yucno HacTHL Ha aMmyay
Pa3IMEpoM 25 MM 1 Gostee he oo NipeBsimars 600 & oano# 25 MM H Gonee — ()
amnyne (' PO, meton 1) Ha amnyny
7. PoxcTeenunie NpuMecH:
- THTIOKCRHTHH, I'yaHo3uy CyMMaproe conepxanue ve Gonee 3,0 % or 0,4
HOMHHANBLHOrO conepkanus HHO3HHA (B3X)
- HHKOTHHOBas KHMCIOTa He Gonee 3,0 % or HOMHHANLHOTO ConepskaHus 0,1
HHKOTHHaMH1a (BIXX)
* HeHICHTHQHUMPOBaHHbIE npHMecH Cymmaphoe CONEpXaHHE OT CyMMBbI momazei 0,07

TMKOB HHKOTHHAMMIA W HHO3MHA e IOIKHO
Npesbiate 2,0 % Boxx)

- moMubnaBHH He Gonee 0,20 % or HOMHHAILHOTrO conepkanus 0
nbodnasuna doc T4 HATPHS (BOXKX)
8. BakTepuansusie SHIOTOKCHHE] Tlpenenuoe coxepxanue e Gonee 17,5 Ed/mn Menee 17,5
(F'D PD’, meron A)
9. Crepunsrocts Monxen GbiTs creprmbHEm Crepunsumi
(I'P PO, meron MeMmOpauHoii Gunsrpanuy)
10. Konnuectsennoe onpenenenue ot 0,0018 0 0,0022 r/mn C17H20N4NaOoP 0,0019
(pubopnapuna Pocpara narpus)
(Coexrpogoromerpus)
ot 0,090 10 0,110 r/ma CsHs04 0,099
(auTapuoi kucaoter) (BIXKX)
ot 0,1485 10 0,1815 r/mp C7H;7NOs 0,1635
{Mermomuua) (BIXX) |
ot 0,0180 210 0,0220 r/ma C1oH,2N,Os ‘ 0,0198 f
(HHO3MHa) (BOXX) i
07 0,0090 210 0,0110 r/ma CeHeN0 0,0099 |

(HHKOTHHAMMUzA) (B2XX) J
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Tio 10 wn B aMAYJIbl KOPHYHEBOTO CTEKA.

Ha aMmTy Ty HAKJICHBAIOT ITHKETKY CAMOKJICAITYIOCA.

[o 5 ammyxn roMemarT B KOHTYPHYIO S4eHKOBYIO
YNaKoBKY H3 ILIEHKH ronuMepHO#. KOHTYPHYIO
AYeiiKOBYIO YIIAKOBKY TEPMOCKIICHBAIOT C TIdHKOR
TMOKPOBHON WITH doneroft ATIOMHHHEBOH, HITH OCTABIIAIOT
OTKPHITOH.

1 MM 2 KOHTYPHbIE 54CHKOBBIC yNAKOBKH BMECTE C
MHCTpYKLUMER NO MPHMEHCHHIO MIOMEIAI0T B KAPTOHHYIO
naygky.

11. ¥YnakoBska

3
o 10 mn B aMmysax 4\
KOpPHMHEBONO CTEKIA,
Ha amnyny saxiecHa
JTHKETKA CAMOKIERILAACA.
Mo § aMnya noOMeuleHk B
KOHTYPHY10 f4cHKOBYI0
YTIAKOBKY H3 [UIEHKH
noanmeprolt. KonrypHat
ANeiKOBas YHaKoBKa
TepMOCKEEHa C iénxol
NOKPOBHOM.
7 KOHTYPHBIX SUEAKOBHX
)‘ﬂlm!m BMECTE C

TOBAPHBIH $HUK, HApEL, Te/JaKe, TUpIuBue ¢
npe:wnpenmtnbmﬁ mapkupoBkoil ® u rpynIUpoBOUHOS
HAMMEHOBAHHSL EKADCTBEHHOO npenapara, eKapCTBEHHYIO
dopmy, ofibeM npenapara B MHJUTHIHTPAX, COCTas, YCIOBHR
xpanetins, «[IpHMCHATS TI0 Ha3HAueHHIO Bpaua», «XpaHHTk B
HENOCTYNHOM Jng AcTeR mecte!y, «CTEPHITBHO», ycnoBis
OTITyCKa, CIOCOD NpHMEHEHHR, HOMED PErHCTPALHOHHOID
YAOCTOBEPEHUA, HOMEP CEPHH, CpOK TOJIHOCTH, KOTIHHECTBO
AMITY71 B YTIAKOBKE, (ITpHXOBO#H KOA EAN-13, gapvakon

{pharmacode), rpadrucckoe n300paKeHne aMiyns &,
MKTOrpaMMBl, paciiHpoBKa MMKTOrPaMM

u. nexapcTBeHHas hopMa PACTBOP 1A
BHYT_PP[BEHHO]“O BBEJEHHA»,

« : cnocol nprveHEHHA BHYTPUBEHHO KATIEJLHO B
PA3£§EILEHHH»,
L]

« ® WGapMaKOTEpANEBTHICCKAA IPyNia [TPOYHE
TIPEMAPATHI [U15 IEYEHHA 3ABOJIEBAHHI HEPBHON
CHCTEMbl».

JloTrycKagTes HAHCCEHHE cpencTs WISHTHQHKALAH 1A CHCTEMBI
MOHHTOpHHIA JIBHKCHHA nekapmeunux rpenaparos.

JinA KOHTPOJA NEPBOTO BCKpBITHA GOKOBBIE KanaHbl uncTpyiauiedi no

[1a4KH MOTYT GAITE 32K/ECHBI C IBYX CTOPOH FTHKETKAMH “P“"““"";:_f;“‘“‘“ o
WM TEPMOCKIIEEHBI. i )

12. MapkupoBKa 1) Teperunan ynaKosKa glwmmmwimu
Ha amnyfax Ha CAMOK EAWIEACS JTHKETKE YKALIBAOT: m““z:;’;m‘: sk
TOBApHBIH 3HAK POM3BOMIATENA, TOProBOS HAHMEHOBAHHE pOMIBONNTES, TOPIOBOE
JICKAPCTBCHHOTO NpENapaTa ¢ MpEAYNpEANTENLHOR REKAPCTREHHOTD
MapKHPOBKOF B, 0GBEM B MILIRIHTDAX, COIEPXRNNC m&“ﬁ”ﬁf‘”ﬁ
AHCTBYIOWMX BELECTB, HOMEP CEPHH, CPOK TOIHOCTH, MHATHAHTPEX, CONEpXRAHNE
nexapeTseHnyto GopmY, ONYCKaeTCA HAHECEHHE ¢apmaxona AEACTEYIOUINX BEILECTS, HOMEP
WM TEXHONOTHYECKOH METKH. m;“;g;‘:
Ha amnynax AOMYCKacTCA HATHIHE LIBETHBIX KONELL 2) TIpOMEAYTOHMHAR YTIAKOBKA.
2) TpomekyTOUHAS yRAKOBKA Ya me::; mmﬂm
Ha nnénke NOKPOBHO/ YKa3HIBAIOT TOBApHI SHAK et m’:::n"w‘""“'
npowsoawrens. Ha gonbre AMOMHHHEBOH YXKa3BiBalT! s maixe yKERH: HAHMEHOBIHHE
ToBapHbIA 3HAK NpoOM3BOAMTENA, HOMCP CEepHH, CPOK FOANOCTH. POWIBORHTEN, 70 TOBApHLL
3) Bropuunas yHaKoBKa Wj&”‘ i
Ha navke yKassBaloT: HAHMEHOBAHE NPOMIBOIMTENS, EF0 ® W rpyNNHpOBONHOE

« 2 cnocot pueer
BHYTPMBEHHO KANETBHO B
PA}EEIE}WH.

« W ® JApMBKOTEPANCATHIECKAR
rpynna [IPOYHE TIPENAPATDI

13. XpaHeHue B salALICHHOM OT CBETA MECTE NTPH TEMITEPATYPE HE

seime 25 °C.

| 14. Cpox roaHocT | 2 rona

*_ nelicTBylolllee H3JaHHe TocynapcTaenHofi dapmakoneH Poccuiickoii Penepaidu

3K TIOUCHHE: COOTBETCTBYET TPEOOBAHHAM HAP N003135/01-220319, mam. Ne 1, u3Mm. Ne 2,

a3m. Ne 3, mam. Ne 4
JlaTa BII@YY NacnopTa: 16.02.2022

! a ,
/ 3apenytoumi KAnJl Hayﬁioﬂ’f-‘%“@“ eoxas /
hapMaLsBT ELT 2 hrpma /(i
Hauansaux OKK {(HOHWC’P‘H H Jira

Dng QQ{:.'ME‘:HTOE

JIMpeKTOp MO Ka4yecTBY

HHC-K0-2000-0160 «KonTpons MpOH3BECHHOA NPOLYKIHHY, sepens 10. [lata BBEIEHNA: 10.03.2021

Cpok roAHOCTH 110: 102023

C. 1. Cxopuk



000 “Hayuno-texnonornueckas $apmanesTHyeckas bnpma “TIOJINCAH”

Paspemenne na peammarmo Ne

Haumenosanue

Dopma Bhinycka

MHH

PY Ne

Hopmarusnas nokymentanns
Homep cepun

Pasmep cepun

Kommaecteo nocne KOHTpoOns
Ne Ananurayeckoro nacnopra
Tonen no
Hpemxpnmc—npomnommenb

Hpemnpuarne-ynakosugmx

213 ot 21.02.2022

IHTO®JIABUH PACTBOD JUIR BHYTPHBEHHOIO BBETeHNY 10 M1 Ne10,
Poccuiickan Deaepanns

ammyJia 10 ma x 10 (nauxa Kapronnas)
HnosaH+Hnlcorrnummzﬂ’nﬁmbnasnm-ﬂmapnm KHC10TS
P N003135/01

P N003135/01-220319 H3M. Nel, w3m. Ne2, wam, N3, wam. Ned

13831021

2972 ynx

2934 ynx
1045
1023

000 «Hayuno-Texnonoruveckas bapmanerTHYecKkas pupma
«IIOJTHCAH», 1921 02, Poccniickas Denepauns, r. Camcr-ﬂerepﬁypr,
ya. Canosa, 1. 72, k. 2, mat. A :

000 «Hayuno-Texnonoruyeckasn bapmanesTyeckan tupma
«IIOJTHCAH», 192102, Poccuiickas Denepauns, r, Canx’r—l‘lc’repﬁypr,
ya. Canosa, 1, 72, k. 2, AT, A

AHanu3 npousBoacTReHNOI AOKYMEHTAIIHH

Mocke Ra cepuio HpoBepeno Ha
Hocke na cepuro oobpeno Ha
KpurHueckne oTknonenus OTCYTCTBYIOT Ha

Cepus nponssenena n NPOKORTPOIMPOBAHA B COOTBETCTERY ¢ JMUEeH3INeH Ha TPOH3BOACTRO
JIEKAPCTBEHHBIX CPEACTB, TPeGoBAHNAME PETHCTPANMOHAOTO Roche, TPeGoBanMaMY OpranM3anuu
TPOM3BOJCTBA H KOHTPONA KaYecTRa JIEKAPCTBEWHBIX CpedeTs (Npasu GMP), a Taxke unbiMu
TpeGoBaunsMu neficTRyIomero 3aKOHONaTeNLCTRA,

Mpopykuus paspemena peaanianun Ha

YromuoMmouennoe MO0

Hauaneunx ornena

Crenanosa M.C.

(nomxHocTs)

(nonnwcy) ‘ / (pacumeporka TIOAMHCH)

Tonoxenne o JIHLE, OTBETCTBEHHOM 32 BRITYCK cepuu (Viomnomouennom JmMue no kavectsy), nata yrs, 11.01.202]







