WUHTennexT Ha 3awute
3p0poBbA

® NOJINCQH

OBLLECTBO C OFPAHMYMEHHOM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHONOTMYECKAA GAPMALEBTUYECKAA ®UPMA «MTONUCAH~
192102, Cankr-Netep6ypr, yn. Canosa, 72, kopn.2, AMT.A,

Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AnaauTnyeckuii nacrnopt Ne 203

Ilpenapar: PEMAKCOJI® pactBop ans nuy3ui

Cepus: 150321 JICP-009341/09
dopma BhIycka:  pactsop 114 HEQY3mi (konTeHnep) 400 Ma X 5

KomuyecTro: 3757 yn.

Jlata u3rotosnenns: Mapt 2021 r.

JaHHBIE AHAJIH3A

IlokasaTenn Tpebosannus H JICP-009341/09- Jannbie anannsa
210817, m3m. Ne 1, m3m. Ne 2
1 2 3
1. Onncauue Tpospaunas GecuBETHaR XKHAKOCTL CO CNAOHIM XapaKTCPHBIM [MpospayHaz GecupcTHAA
3anaxoM JKUKOCTE CO ¢/1a0kIM

(OprasonenTHYECKHA METo 1)

XapaKTePHBIM JanaxoM

2. IToANWHHEOCTE:

Hanuume aHaTATUYECKOTO CHIHANA NMPH KONMHYECTBEHHOM

[TpucyTeTRyer

<Hupat onpejienennu Hatpua (ADC) )
S Hamuse aHaHTHIECKOTO CHIHANA NTPH KOHIECTBEHHOM [Tpucyrcreyer
onpenenennn kanus (ADC)
BpeMeHa yNepKHBaHNSA NUKOB SHTAPHOH KMC/IOTEI, MCF/IOMAHA, CoOTBETCTBYIOT
i m:‘ i MHO3HHA, HHKOTHHAMHJIA H METHOHHMHA HA XPOMATOTPAMMAX
iy — HH HCITLITYEMOTO PAacTEOPA, NOTY4eHHLIX NPH KOMHIECTBEHHOM
E lm‘:‘m“ _— ONPEACICHAM, J0IDKHBI COOTBCTCTBOBATE BPCMCHAM
: YIEePKHMBAHHA MHKOB COOTBETCTBYIOIIMX BEMECTB HA
) xn: R XPOMATOrPAMMAX PACTBOPa cpaskcHHA () (BIXX)
Ll XapakTepnas peakuus (KasecTsennad peaxmys, Eur. Ph.*, TlonoxuHTemHat
5 (peakims a))
TTocne npubaencHNA AMMOHHSR XopHaa pactsopa 10,7 % H [MonoxurensHas
aMmonmsa kapGonara pacteopa 15,8 % ue Gonee uem nérkoe
NOMYTHEHHE; NP JankHemeM npHGarneHUH MAATPHS
ruapodocdara pacreopa 9 % Genbiil KpHCTALIHYECKHH 0CANOK,
HepacTEOpHMEL B aMMHake pacTeope (KadecTpennan peaxinan)
3. IIpo3pagHocTh Homxen 6uITh mpospavHemM (I'® XIIT) TIpo3paunslit
4. I1peTHOCTB HomxeH 6uiTh 6ecupeTHRIM (I'D XTII) BecuperHbIii
5.pH Ot 6,0 mo 8,0 (I'® XIII, noTeHUHOMETPHYCCKH) 6,3
6. MexanuyecKue BKIIIOUCHHS
Jlomken cootsetcTeoBats TpebosammaM (['P XIII, pusyanbHbiit) CoorsercTnyer

— BHAHMBIC MCXaHHYECKHE BK/IOYEHHA

— HEBHJIHMEIC MCXAHHYCCKHE BKINOYCHHA

B 1 mn cpeanee YHCIO YACTHL] PA3MEPOM
10 MM H Goslee HE AO/DKHO NPEBHINATL 25, a CPEAHES YHCIIO
YACTHLL pasMepoM 25 MKM H G0Jiee He ZI0/DKHO NPEBHINATS 3
(T XIII, meToz 1)

10 mxm u Gosce — 1 B 1 Mt
25 Mkm u Gonee — 1 B 1 Mn

7. U3BnekaeMbiii 00BEM, MIT He menee HomunanbHoro (I'd XIII) 425
8. PoacTBeHHBIE IPHMECH:
- R—— Eﬁggg{)m 3,0 % OT HOMHHANBHOTO CONCPAAHHA HHOIHHA 02
e R ;:Ie Gonee 3,0 :/égi;l(u%mmuum COAEPKAHHA 03
— CymmapHoe coJiepikaHie HeHAEHTHDHIHPOBAHHKIX IpHMecei 0,6
— HEHIEHTHHIMPOBAHHEIC IPHMECH B NPOLEHTAX OT CYMMBI IUIOIIAZEH IHKOB HHKOTHHAMHIA,
HHO3HHA H METHOHHHA He A0TDKHO mpessimats 2.0 % (BOXKX)
9. OcMOILIBHOCTD Or 296 1o 362 MOcm/kr (I XIII, xpHoCKONHIECKHI) 326
10. Bax’repnmﬂme 3HAOTOKCHHEI TIpeneasHoe conepxanne He Goiee 1,9 E3/mn Menee 1,9
(T XIII, meTon A)
11. CrepunmbHOCTB HomxeH GBITE CTEPIILHLM Crepumnuit
(C'd X111, meron MemOpansoit duIsTpaimn) CepHA BHITYILEHA 1O
napamMeTpam
12. KomyecTBeHH en . ot 132 a0 162 mmone/n natpha (A3C) 144
o SHEOC OnpeARICHIES ot 3,6 1o 4,4 mmoas/n kanaa (AIC) 40
ot 1,13 mo 1,39 mmons/n maruus (THTpHMETpHA) 1,26
071 98 10 120 mmons/n xnopunos (THIpHMETPHA) 113
014,75 no 5,81 r/n CyHgQ4 (aBTapHoit kHC0TH) (BOXKX) 522
or 7,85 no 9,60 r/n C;H;;NO; (Mermommnna) (B3XX) 8,64
ot 1,80 1o 2,20 r/n CioH12N4Os (Hro3uHa) (BDXKX) 1,97
010,225 10 0,275 r/n CeHgN;O (HuxoTHHAMHAR) (BOXKX) 0,244
o1 0,675 1o 0,825 r/n Cs Hy,NO,S (Memaonnna) (BOXX) 0,742
13. AHOMaIbHAS TOKCHYHOCTE Homxen 6uiTh HeTOKCHIHLIM ("D PD*¥) He TokcHueH

(111 KOHTEHHEPOB NOJHMEDHBIX)

HHC-KO-2000-0160 «KoHTpons npou3BeneHHON Mpomy ki, sepeud 10. lara ssesenns: 10.03.2021




i/ 3
14 YHaKOBKa TTo 400 M B GyTeUTKH CTEKIAHHBIE BMECTHMOCTEIO 500 M, [No 400 ux B kOHTElHEpax m
YKYHOOPCHHBIE NPOGKAMH H3 pesHHB, 06XATHE KOJMAYKaMH TUEHKH MHOTOCIOHROA
KOMOHHHDOBAHHBIMH| H3 AMOMHHHA H NIACTMACCH. nonronehrHOBOH,
Ha GyTunxy naxnersfaior ymueTxy camoknenmyiocs. Kaxayio Gymsumcy Ha xonTeiiiep MeToton

BMCCTE ¢ HHCTPYKUHGH N0 METHITMHCKOMY NPHMEREHHIO MOMEIAIOT B TPUOUCTRER BAlicolid
NAaYKy W3 KAPTOHA, Hj KOTOPOil JONMyCKaeTcs HaHECEHHE ITHKETKH P "‘pm:::cm ”
KOHTPOJIA IEPBOTO BOKPHITHA. 2
ITauks NoMEmAIOT B [PYTMOBYIO Tapy. mmﬁe::: ;umﬂ:‘:’w
To 400 mn » xonTeinfepsl H3 NEHKE MEOTOCIORHOH NOMHONSHHEOBOH. FPYNIOBYIO TADY H3 KapTOHA
Ha xoHTeiiHep METOIDM TepPMONEYaTH RAHOCAT MADKHDOBKY, rodpuposarmoro.
5 xoxrefinepos sMecTe ¢ HECTPYKUHEH N0 oMY TIp HIO TpeGosarms HJI x ynaxopke
TIOMEIAIOT B IPYTINOLYIO Tapy H3 KAPTOHA rodpPHPOBAHHOTO. cofmonens,
1) Nepeuunas ynakppxa 1) Tlepeuynas ynaxosxa
1 5 * Map KHPOBKa Ha sruxetxe GyTEUIKE YXaILBAIOT TOBAPHMI IHAK, HAMMEHOBAHHE, H)a xzpmﬂﬂep: YKa3aHbl:

apec, Ten./hake NPo{IBOITEIA, TOProBOE HAHMEHOBAHHE IPENapaTa ¢ TOBapHEIH 3HaK,
NpeRYIpeAMTENBEHON MapkHpoBKOH ®, nexapcTeeHHyI0 GopMy, 06béM B HAHMEHOBAHHE, afpec,
MHJLTHITHTDEX, HOME[) CEPHH, CPOK FOZIHOCTH, COCTaB, «OCMOMUIBHOCTS Ten./haKe poHIBO AHTENS
329 mOcm/xrn, «CTEPHILHO», «BHYTPHBEHHO», TOUTGR0E 1iatiie ORaUnD:
«HecMaTHBaeMOCTb B mpena:ﬁ NOBEPXHOCTH CyTBUTIH He ABIAETCA 5 p" o
[POTHBOMOK s ) MPENApaTay, yCI0BHA XPaHEHHA, n;waﬂ::mnbaoﬁ
HOM! TH HH
.ep E"ﬁ"‘“ R YORTIREPEEN, TRTON Db MapKHpoBKO# ®,

Em JekapeTBernan (opma, o0neM
Ha xoM6HHMpOBaHHOM KOANAYKe AOMYCKASTCH HAHECEHHE B MHJLTHJIHTPAX, HOMED CEPHH,
HHIHBAIYATBHONO TEXHOTIOTHIECKOTO HOMEPA H/HIH JBYMEPHOrO CPOK FOIHOCTH, COCTAR,
mTpHxxom (2D). «OcMonaneaocTs 329
Ha xonTefinepe ykasy BamioT: TOBApHHMIH 1HAK, HAWMERORAHEE, anpec, MOCM/kr», «CTEPHIILHO»
Te./(aKe MPOHIBOMMITAA, TOPTOBOC HARMEHOBAHHE NPENIAPATa ¢ :

TPEyTIPE ARTENLHOR
MIULTRIHTPEX, HoMep)
329 MOcm/kr», «CTEH
XPAHEHMA, HOMEP per|
mkaty ¢ MeTkamn 0,

1) Bropnunas ynakd
Ha nauxe yxasssator # sHaK,

MapKHpoBKO# ®), neKapeTBeHHYI0 GOpMy, 06BEM B
CEPHH, CPOK I'OIHOCTH, COcTas, «OCMONAIEHOCTS
PWIbHOY, « BHYTPHUBEHHO», yenosas
HCTPALIMOHHOIO YAOCTOBEPEHHE, IPATYHPOBOTHYIO
» 2, 3, TEXHOMOTMYCCKYIO METKY.

BKA

He, anpec, Ten./daxe

OpPOH3BOAMTE, TOPTPBOE namuemwme npenapara ¢

TpeayTIpeaMTeN s HOH

il ®, rpyNIHMpOBOMHOES HAHMEHOBAHNE

npﬁnapara.ncxapcmnnyntlmwy OOBEM B MHUTWIHTpPAX, COCTAB,
«Ocuomamrocts 329 MOcm/kry», «CTEPHIIBHO», «BHYTPUBEHHO,
«HecmaqupacMocTs BHyTpeHHEH TIOBEPXHOCTH GYTLUIKH HE ABIFETCA

MPOTHBONIOKA3AHHEM
HOMEP PErHCTPALHOH|

K IPHMEHEHHIO MPENapaTay, YCIOBHA XPaHEHNS,
HHOr0 YAOCTOBEDEHHSA, HOMEP CEPHH, CPOK NOZHOCTH,

«XpaHuTL B HEAOCTYIIHOM V1% AcTel MecTe!», «[IpHMEHSTS o

HAIHAYCHHIO BPaua»,

VCAOBHA OTHyCKa, WTpHXOBOM Kog EAN-13,

dapmaxon (pharmacofie), rpaduueckoe m3obpanenne GyTumen
NHKTOIPaMMB, pacii GpoBKa MHKTOrpaMM

wiexapersernas opyia PACTBOP 1A HHOV3HID»,

;cgocoﬁ nprmesenrs BHYTPMBEHHO KATIENBHO»,

L § |
dan

CPEJICTBO.

cxan rpynma METABOJIMYECKOE

Jonyckaercs HaReCEHHE CPEACTB HACHTHHKAIHH /1S CHCTEME

MOHHTOpHHTa

HA PCTBCHHLIX NTpPENaparos.

Ha areKeTe rpynnoepii ynakoBks KOHTERHEPOB YKa3HBAIOT TOBAPHHIA

JHAK, HAHMCHOBaLHKE,

anpec, Teu/aKe MPOM3BOAMTENR, TOPrOBOE

HAHNEHOBAHKE NPENapata ¢ OpEIYNpPeaHTeIbHOR MapkHpOBKOH ®),

TPYTHIHPOBOYHOS

BAHHC NIPCApaTa, JCKapCTBHHYIo GopMy,

001eM B MuTTRIIHTPAY, cocTar, «OcmonanshocTs 329 MOcn/krs,
«CTEPHJIBHO», «BETYTPHBEHHOY, yc/oBaa XpancHus, ycnosus

OTITyCKa, HOMEp Perng

TOOHOCTH, « XpaHHTh

[ TPALHOHHOTO YAOCTOBEPEHHS, HOMED CEPHH, CPOK
B HEAOCTYTTHOM A aeTel Mecre!n, «[IpHMEHATE

«BHYTPUBEHHO, ycaosns
XPAHEHHA, HOMEP
PErHCTPaLHORHOTO
YAOCTOBEPCHHA,
IPAIYHPOBOYHA 1IIKaNa ¢
metxamu 0, 1,2, 3,
TEXHOJOTHYECKAN METKA.

2) BropuyHad ynakoska

Ha sTakeTxe rpynnosoi
YNAKOBKH KOHTEHHepoB
YKa3aHsl TOBAPHBIH 3HAK,
HaHMEHOBaHHe, afpec,
TelL/haxc MPOH3BOAMTEA,
TOPrOBOE HaHMEHOBAHHE
npenapara ¢

TPENy IPEIHTEBHOR
MapKHpoBkoH ®,
TPYINHPOBOYHOE
HaHMEeHOBAHME Mpenapara,
nekapcTaeHHas opma, obsem

B MHJLIKJINTPAX, COCTAB,
«OeMonanbHocTs 329

MOcw/xr», «CTEPHJIBHO»,
«BHYTPHUBEHHOM, ycionns
XPaHEHHS, YCIOBHA OTITYCKA,
HOMEP PErHCTPALHOHHOID
YZIOCTOBEPEHHA, HOMED CEPHH,
CPOK MOAHOCTH, «XPaHHTE B
HEOCTYIMHOM JUIS aeTed
Mecte!», «[Ipumensts no
HA3HAYEHHIO Bpaday,
KONMYECTBO KOHTCHHEPOB,
mWTpaxosoi kox EAN-13,
MaHHTTY AL HOHHBIE 3HAKH ! ﬂ,

110 HAHAYSHHIO BPat», KOMTECTSO KONTe ItEpOB, IITPHXOBOH KOX Haneceno cpenctso
' t T ‘gp HOCHTHOWKAUNH [ CHCTEMBI
EAN-13, MaHEny s oLEHEE :man:u HomyckaeTcs MOHHTOPHHIa ABIKEHHA
p #JieHTHUKALIH 1A CHCTeMB! MOHHTOPHHIA JIEKapCTBEHHBIX MPENaparos.
PCTBEHHBIX TID PaToB.
16. Xpanenune B 3amMImEHHOM (T CBETA MECTe TIPH TEMIEPATYPE He B SAUHUIEHEOM OT CRETA MECTE

Beie 25 °C.

NPH TEMNEPATYPE He Bhile
25 °C.

17. Cpoxk rogHoCcTH

5 neT B 6YThUIKaY CTEKIAHHLIX, 2 TOJa B KOHTEHHEPAX U3
TUIEHKH MHOTOCIpHHOM nomnoneduHoBoMl

2 roia B KOHTEHHEDAX W3 TUIEHKH
MHoTOCNoHHOH NonHonedunosoH

* - pelicTyiomee u3nanue Esponeiickoi dapmaxonen

* - neiicTBytomee u3nanne [ocynapersennoi ®apmakqnen Poccuiickoit Penepaumu

3akmouenHe: cOOTBeTCTBYeT Tpebosanmam HJT JIC
Jara Beinaun nmacmopra: 12.04.2021
3asenyromuit KAnJI

Hauaneanx OKK

JHpekTop no KayecTBy

WHC-KO-2000-0160 «Kontpons npomzsesenoi npoaykurmy», sepeua 10. hra peeacrms: 10.03.2021

Ca»—n{"’-neTepﬁY
HayuHO-TXHONOM

(papM 3L ETINES

ncnwuah»
L5 AOKYMENTO

P-009341/09-210817, uam. Ne 1, u3m. Ne 2

Cpoxk romaoctu no: 03 2023

A. B. Cxok

1OA. A ®Enoposa

C. M. Cxopuxk




000 “HayuHo-TexHoJ0rHueckas papmauesrunueckan pupma “IIOJIHCAH”

Pasptme!mc Ha pCaiaH3alliio Ne

Haumenonanue

$opma BEITYCKA

MHH

PY Ne

HopmatnBHadg moKyMeHTaMs
Homep cepin

Pasmep ccpun

Koiu4ecTso 1ocie KoHTpos
Ne AH@THTHYECKOTO ITacopTa
Topen 10

IpeAnpHATHE-TIPOUIBOANTES

IlpeanpusTe-ynakoBIuK

00000285 or 15.04.2021

PEMAKCO.I pactsop aas undysuii, 400 ama B konTeiincpax
noanmepusix, Poccusn

Konreiinep 400 M x 5
Unosun+Mermomuu+Mernounn+Hurorunamua+SAarapnas kucaora
JICP-009341/09

JCP-009341/09-210817 uzm.Nel, mam.Ne2

150321

3757 yur

3 735 ynr
203
0323

000 «Hayuyno-TexHoJoruueckas papmanerruueckan ¢upma
«[IOJIHCAH», 192102, Poccniickan ®epepanus, r. Canxt-Ilereptypr,
yi. Canosa, A. 72, K. 2, NHT. A

000 «Hay4no-TexHoJorueckan apManeBTHIeCKAn PHpMa
«IIOJTHCAH», 192102, Pocchiickan ®enepansns, r. Cankr-TlerepOypr,
ya. Canosa, a. 72, K. 2, auT. A

AHaIH3 NPOM3BOACTBEHHOA JOKYMENTAUNH

Jocbe Ha cepHIo OPOBepeHo Ha
Hocbe Ha ceprio o106peHo Ha
KpHTHYecK#e OTKIOHEHHS 0TCYTCTBYIOT da

CepHs OpoH3BeIcHa B NPOKOHTPOJHPOBAHA B COOTBETCTBHM C JIHICH3HeH Ha IPOH3ROICTRO
JAeKAPCTBEHHBIX CPEACTB, TPeGUBAHHAMH PErHCTPANHOHNOTO J0Che, TPEOOBAHHSIMH OPraHH3IAIHN
HOpPOH3IBOJCTBA H KOHTPOIS KaYeCTBa JeKapCTBeHHBIX cpexcTs (npapua GMP), a TaxKe HHBIMA
TpeGoBaHAAMH AcHCTBYIOUIET0 3aK0HOTATENLCTBA,

Hpoaykusa paspeniena K peaiu3annn

YNoaHOMOYCHHOE THIIO

MspexTop mo kauecTny

Cxopux C.H,

(1omKHOCTE)

S,
(fi’o?lrmcx-)

(pacuupoBKa HOIMHCH)

IHonomenne o THIle, OTRETCTBEHHOM 34 BRITYCK cepiH (VIIONHOMOUEHHOM THIIE TIO KAYeCTRY), Aata y1B. 11.01.2021







