WHTennekr Ha sawure
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NOJSIMCQH

OBL{ECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHONOMMYECKASA DAPMALEBTUYECKAA OUPMA «NOSIUCAH»
192102, Cankr-lerepbypr, ya. Canosa, 72, kopn.2, nur.A,

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

AHanurHveckuii nacmopr Ne 563

IIpenapart: PEMAKCOJI® pacteop ana nuadysuit

Cepus: 300621 JICP-009341/09
®opma BEIIYCKa: PpacTBOp 1A HHGY3Hi (kouTeitnep) 400 M x 5

Komnuecrso: 3720 yn.

Hara n3roroBneHus: Hous 2021 r.

Hdaunbie ananusa

Iloxazarens Tpeboranus HJI JICP-009341/09- Jdannnie anaanza
210817, n3m. Ne 1, uzm. Ne 2
1 2 3
1. Onucanue Tlpospaunas GecupeTHan KHAKOCTS 00 CNAGHIN XAPAKTCPHBIM Tlpo3paunas Gecupernan
3AMAX0M KMAKOCT co caabbim
(Opranosenruyueckuit Metoxa) XBPAKTEPHEIM 3anaxoM
ZH H}?ﬂ’ R Hamuribe aARMTHYECKOrO CHTHANA NIpH KONHYECTBEHHOM Hpucyrcrayer
arp onpeaencHny Harpus (A3C)
AT Hanuune aHanHTH4ECKOTO CHFHANA NPH KONHYCCTBCHHOM IIpucyrerayer
onpenencHrH Kama (ADC)
Bpemena ynepxusanus nuxos AHTAPHOH KHCTIOTHI, MErTIOMUHA, Cootsetcrayior
: m‘txfm MHO3HAA, HUKOTHHAMHIA H METHOHHHA HA XPOMATOIPAMMAX
i HCMBITYEMOrO PACTBOPA, NONYYEHHEIX NPH KOMHYECTBEHHOM
- i OTIpEACACHHH, JOMKHB COOTBETCTBOBATS BPCMEHaM
ezt YACPMHBAHHA MHKOB COOTBETCTRYIOUMX BEILECTs Ha
Wi XPOMATOTPAMMAaX pacTsopa cpasHeHmd (a) (BIXKX) ‘
SRR Xapaxrepan peawams (KayecTsennas peaxuns, Eur.Ph.*, Tonoxurensuas
e (peakuyx a))
Ilocne npaGasnenns aMmoHHs xnopuna pacrsopa 10,7 % n Nonoxwrensuas
aMmoK#A KapGoraTa pacTeopa 15,8 % ne Gonee yem n8rkoe
TIOMYTHEHHE; NPH JANLHEHIIEM IPHBaBICHHN IHHATPHY
rHapodocara pacteopa 9 % Gensiit kpucTanTHRECKH ocajok,
HEpACTBOPUMBIH B aMMuake pacteope (Kauecrsennas PCBRUHA)
3. Hpogpalmom Homxen 6uITe npospaunsv ([P XII) ITpospaunstit
4. IlBetHOCTE Homxen Gurrs Gecusetrnm (MO X11I) Becupernsiit
5.pH Ot 6,0 no 8,0 (re X, TIOTEHUHOMETPHYEECKH) 6,4
u B
_63 Me;{emsfme KJI::::SHHH Homxen cooTBETCTBOBATS TpeGoBanuam (I'd XII1, BH3YANLHBIH) Cootsercieyer

- HCBHIHMBIC MCXAHHYCCKHE BRIIOYEHHS

B 1 M1 cpennee uneno uacTHig pasMepoMm
10 MxM 1 Goniee e A0DKHO NpeBsILATE 25, a cpenHee YHCIO
HACTHU pasMeposM 25 M 1 Bonee He A0DKHO NPEBLIATS 3
(' XIII, meTox 1)

10 mxm 1 Gonee— 18 1 M
25 MxM 1 Gonee -0 1 Ma

7. A3snexaemerit 00BEM, M He menee nomunasnenoro (T® XI1I) 425
8. Poncreennsie npuMecH:
TR —— (—BE:{; Hg?;ee 3,0 % OT HOMHHANBHOTO COAEPKAHMA HHOIHAA 0,1

- He Gonee 3,0 % or nomuuansHoro ConepRaHu 03
OIS RN TS HEKOTHHaMuna (BOXKX)

~ CymmapHoe cofepxanne HEUIEHTHOHUHPOBAHHEIX pHMeceH 0,4
- HEWICHTHHIpPOBHEBIE MPAMecH B NIPOUEHTAX OT CYMMBI ILIOAACH MHKOB HHKOTHHAMMIA,

HHO3HHA it METHOHHHA Hie A0/DKHO npeBsiwaTs 2,0 % (BINCX)
9. OCMONINLHOCTE 01296 110 362 MOcm/xr (I X111, KPHOCKONHYECKMH) 327
10. Bampﬂmﬁble SHIOTOKCHHBI l‘]pcxcnmoe coaepxanue ve 6onee 1,9 ED/mn Mesnee 1,9

(T'® XIII, meron A)
11. CrepunsHocTs JlomxeH GITh CTepHILHBIM Crepunsusifi
("D XHI, meton MeMGpaunoi drastpatm)
. ot 132 no 162 mmoas/n Hatpus (ADC) 144

12. Konnuectrennoe onpesienexne: oS S A A MR Taa EAC) 39

ot 1,13 1o 1,39 mmons/n maruss (T HTPHMETPHA) 1,29

o1 98 1o 120 MMons/n xiiopuaos (Turpumerpus) 110

ot 4,75 no 5,81 r/n C4HsO,4 (suraprok Kkuenotey) (BOXKX) 533

ot 7,85 no 9,60 r/n C;H,7NOs (Mermomuna) (BOXX) 8,67

ot 1,80 50 2,20 r/n CoH12N,Os (wo3mma) (BIAX) 1,99

or 0,225 no 0,275 r/n CeHgN2O (muxomnnamuna) (BOXX) 0,256

ot 0,675 no 0,825 r/n Cs HyNO,S (mMeTHonnHa) (BIXX) 0,749
13. AHoManeHAad TOKCHYHOCTE Homxer 6u1Th HeTokCHHBIM (T'D PO**) He Tokcruen

(A1 XOHTEHHEPOB MOTHMEPHEIX)

HHC-KO0-2000-0160 «Koutpons npowusseaerHol NpoAyxumi», sepcna 10. [lara eeaenns: 10.03.2021




1 2 3

o400 Mn & TIKH (TEKNAHNEIE BNECTHMOCTHIO 500 M, Tlo 400 s & koxrefepax u3

1 4 YIIaKOB Ka mﬂumawfynpm&m H W3 Pe3nHLL, OGMATHE KONTAKAME Btk MHOrOCTIORHOH
KOMOHARPOBAHHKIMH H3 ATIOMEHHA ¥ NAACTMACCH. nomsonedmuEOBOH
Ha SyTEUIKy HakneHpatoT JTaKeriy camoxnesuryoct. Kaxayio Gyrsiky Ha xourefinep MeToaoM
BMECTE ¢ MHETPYKLUHEH 10 MEAHUMHCKOMY NPMMEHEHHIO HOMCILAIOT 3 TEPMONESATH RAHECESA
HauKy H3 KEPTOHE, Ha KOTOPOR ROTYCKAETCS HANECEHHE ITHKCTHH 4 MAPHIPEN e
KOHIDONA IEPBOTO BCXPHTHA,
Tlauxy TOMERIAIOT B FHYTNOBYIO TapY. mm
ITo 400 W B KOHTeRHEDH H3 TEHIN MuOrOCHOHOR momioned # rpYIIIORYIO Tapy K3 KajTORA
Ha komTeliHEp METO/0M TEPMONEUATH HAHOCHT MAPKHPODKY. S —
$ KOHTEHHEPOB BMECTE C HHCTPYXUREH 00 MEAMUMHCKOMY TPHMEHEHITIO TpeBonasma HJ x ynaxosxe
MOMEILAOT B FPYNTOEYIO Tapy H3 KBPTOHA rodPHPORAHIOID, cobmo.
1) TlepsuyHaA ynaKonka 1) Ilepeuynan ynaxonka

15. Map KﬂpOBl(a Ha ytuxerke GyTsint yKashBaioT: TOBAPHAIH IHAK, HAHMEHOBANHE, Ha KoHTeHHEpe YKa3aHbl:
anpes, Ten./$aKe MPOMIBONNTE/A, TOPrOBOS HAHMEHOBAKNE NDENApATa C TOBEPHLIA JHAK,
NpeAYNpeIRTETLHOMR MaPXUPOBKOR ®), ACKAPCTBEHHYIO «gcopuy. oGbéM B HAHMEHOBAHHE, ADEC,
MIULIWITHTPAX, HOMED CEPHE, CPOK FOIHOCTH, COCTaS, «OCMONATEHOCTS
329 MOow/kr, «CTEPHUILHO», <BHYTPUBEHHO, ;;‘“pfg’:;c o
«HecMauHBaEMOCTS BlyTpeRTieH NoBepXROCTH GyTaiAKH HE ABARCTCR npenapara c
roeaome Ao TS VCOME XSS | aperympeamesnh

fll;fl’.ﬂ\“ i ' Mapxuposkoi ®,

., ,m ., sexapcTeennas gopma, 06nEM

Ha koMOunHPOBAHHO!

1 KOJIOANKE JOTIYCKACTCA HAHCCCHHC

AHAHBHAYAABHOrO TEXHONOrHYECKOr0 HOMEPa WHITH J18yMEPHOTO

wrprxxona (2D).

Ha xoxTelliepe YKastsa:0T; TOBAPHLH IHAK, HANMEHOBAHHE, ANPEC,

Ten./gaxc npoussoan
NPeXYNPEARTENBHOH

feN4, TOProBOE HAHMCHOBAHMNE NPENApaTa ¢
MapIPOBKOH B, nexapcTeenmyio opmy, obném

MMWUIETDAX, HOME CEpHH, CPOX TOAHOCTH, c0oTaR, «OCMONIUTEHOCTS
129 MOcm/krw, «CTEFWILHO», «BHYTPHBEHHO», yeaosns
XpAREHHA, HOMEP PETHCTDALHONHOTD YAOCTOREPEHRA, IPAyHPOBOTHYIO

wrxany ¢ MeTxamu 0,

, 2, 3, TEXHONOTHHECKYIO METKY.

2) Bropu4Has ynaKooka

Ha navuke ykassieaor

ToBapHL IHAK, HAKMEHOBAHHE, A1pec, TEN/pake

TNPOM3BOANHTENSA, TOPIOBOE HAKMEHOBAHHE TIpENapaTa ¢

npemynpeaRTEABHON

Mapkuposxoil @, FPYNIHPOBOYHOE HAHMEHOBALHE

NpenapaTa, IEKAPCTBEHHYIO Gopuy, 0G1EM B M

«OeMOnIMBHOCTS 32

) MOcn/xr», «CTEPIIBHO», «BHYTPHBEHHOR,

«HecMauNBAEMOCTD FHYTPeHKeH NOBEPXHOCTH SYTHITKH He ANIRETCH

HPOTHBOMOKAIAHHEM

K MPHMEHEHHIO IIPENapaTan, YCA0BKA XPAHCHAA,

HOMEp PErHCTPALHONHOID YACCTOBEPEHHA, HOMED CCpHM, CPOK TOAHOCTH,
<«XpaHwT» B HENOCTYITHOM ATA AeTER MecTe!y, «TIpHMEHATS MO

HAIHAMEHHIO BPAYay,

apmakoa (pharmace
TIHKTOFPanMMBL, paci

icmpmmnu ¢oy
«onocol npuMeHeHH
L ¥

LR ]
«apMAKOTEPAnNeaTy
CPEACTBO».

yenosus oTmyeka, urprxoroil kon EAN-13,

sde), rpaduuecxkoe naoGpanettie Syraun ¥,
H(HPOBKA MHETOrPaMM

wia PACTBOP JUIS HHO Y31,

1 BHYTPHBEHHO KAITEJIBHO»,

qeckax rpynna METABOJIHUECKOE

JlonycKATTCS HAHECEHME CPEACTE HACHTHHKAIAH Ui CHCTOMBL
MOHHTOPHHTA [ABHMEHNA NIEXAPCTAEHHMX NPENapaTos.
Ha 3TuxeTxe FPyNiosoil yNakoBKH KOHTCANCPOR YKAIHBAIOT TOBEPHEH

3HAK, HAHMCHOBAHH

¢, ApeC, TeN./haxe MPOHIBOIATENA, TOPIOBOS

HAHMEROSAMKE TIPENaDATA € NpEAYNpe/AMTEnbHOR Maprnposkoll ®,

IPYTMAPOBOUHOE Hi
OfhEM B MINAKANT]

HMEHOBAHNE NPENIAPATA, JEKAPCTEEHRYIO GopMY,
rax, coctan, «DemonansrocTs 329 MOcM/KD»,

«CTEPWIBHO», « BHYTPUBEHHO®, YCIOBHA XpacHIs, yCI0BHA

oTMyCKa, HOMED per

MCTPALHONHOTO YIOCTOBEPEHML, HOMED CEPHH, CPOK

roAHOCTH, «XpannTs B HEAOCTYNHOM 1A nevell Mectely, «llpuMensTs

O HAZHAYCHHIO BP2E

EAN-13, manumyns.
HaHeCeHHE CPEACTE

5an, KOMHHECTBO KOHTEHHEPOS, LITPHXO0BOH KOA

[HOHHBIC 3HAKH !,H‘T ‘%. Honyckaeres

HACHTHOHKAUMHM JUIA CHCTEMB! MORHTOPHHKIA

ABHKEHHA JEKapCTREHHBIX NPENapaTos.

B MH/UTHIAHTPAX, HOMED CCPHE,

MOcwxr», «CTEPHILHO»,
«BHYTPUBEHHO», ycnopss
XPAHCHHE, HOMED
PETHCTPAUHOHHOTO
YAOCTOBEPERMNS,
TPATYHPOBOYHAN LIKANa C
merxkamn 0, 1,2, 3,
TEXHOROTHYECKAA METKA,

2) Bropuusas ynakoska

Ha avKeTke rpynnonoi
ynaKxoBK® KoHTeHHEPOB
yKa3aHB! TOBApHEIH 38aK,
HAHMEHOBAHHE, anpec,
Ten./jaKe NpOH3BOAHTENS,
TOPrOBOE HAWMEHOBAHHE
npenapsTa ¢
npeAyIpennTensHO
mapkuposkoit ®,
rPYNTHPOBOYHOE
HauMEHOBAHHE APENapara,
nexaperBesnas gopma, ofnen
B MHILTHJIHTPAX, COCTAB,
«OcmonznsHOCTE 329
mOcx/kr», «CTEPHIIBHO»,
«BHYTPUBEHHOY, ycnosua
XpaHeHKS, YCIHOBHA OTNYCKE,
HOMEP PErHCTPALHOHHOTO
YROCTOBEPEHNA, HOMED CEPHH,
CPOK FORHOCTH, «XPAHHTE B
HENOCTYNHOM LAR aeTed
mecrely, JIpuMeHsTs no
HASHAYEHAIO BPAYA»,
XOJTAYECTBO KOHTEHHEPOB,
wrpsxosoit kon EAN-13,
MaHKTYNSUMOHHBIE 3HAKH !,

p ¢ 1

Haueceso cpeacTso
HICHTHOHKALHE UL CHCTEMB!
MOHHTOPHHIA ARIDKEHHS
NIEKaPCTBEHHBIX IPENAPATOB.

B 3aumuiEHHOM 0T CBCTA MECTE [IPH TeMTEpPaType He B saumauiéHHOM OT CBETA MeCTE
16. XpaueHHe ssane 25 °C. ;‘;ngmm HE BEILE
3 neT B GYTBLINAX CTEK/AHHEIX, 2 FOJA B KOHTeHHepax 13 | 2 TORA B KORTERHEPX 3 TIERNH
17. Cpok roHoCTH ox A i "

AAEHKYM MHOTOCJIOHHOR nonuoseuHOBOH

* _ peiicteyromee usnanue Epponetickoi apmaxornen
** . neficTyromee u3ganye FocynapersenHol Gapma;

3akmouende; coorsercTyer TpebopanmsM HJL J [CP-009341/09-210817, m3m. Ne 1, nam. Ne 2
Jlata einaun nacmopra: 19.07.2021

3apenyrommi KAnJI

/ﬁa%m:nnx OKK

/ JlupexTop MO KauecTBy
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000 “Hayuno-Texnonornueckas GpapmamesTHIecKas ¢upma “IIOJITMCAH”

Paspenrenne na peamnammo Ne

Haumenoranne

<opma BEIIYCKA

MHH

PY Ne

Hopmatusnas noxymenTanys

Homep cepun

Paamep cepun
Komiuectso nocne xorTpons
Ne AnanuTHTeckoro nacropra

Ionen mo
IIpennpustre-npou3BORUTE DS

IIpeanpHsaTHe-yIAKOBIIAK

00000589 ot 23.07.2021

PEMAKCO.I pactsop juis uBdysuii, 400 Ma B konTeiinepax
noJaMepHbIx, Poccus

Konrefinep 400 max §
Hnoams+Mermomun+Memounn+Hmeomnamnp+Hmpﬂan KHCJoTa
JICP-009341/09

JICP-009341/09-210817 uam.Nel, mam. Ne2

300621

3720 ynk

3699 ynx
563
06 23

000 «Haywno-Texnonornueckas dapmauesTueckas pupma
«IIOJTHCAH», 192102, Poccuiickas Meepanus, r. Canxr-TlerepGypr,
Vi CanoBa, a. 72, k. 2, aaT. A

000 «Hayuro-TexHONOrMTeckan dapmanestuieckas pupMma
«IIOJTHCAH», 192102, Poccniickan Dejepanng, r. Canxr-Tlerep6ypr,
ya. Canosa, x. 72, K. 2, auT. A

AHAIH3 NPOH3BOACTBEHNON TOKYMEHT ALK

Jocke na cepuio nposepenc Hda
Hocke ma cepuio onoGpeno Ha
Kpatuueckne oTkn0eHAs OTCYTCTBYOT Ha

Cepns upousseiena u TIPOKOHTPOJIHPOBAHA B COOTBETCTBHAM C JHUeH3Hel Ha HIPOH3BOACTBO
JICKADCTBEHHBIX CPEICTB, TPeGOBAHNAMH PErHCTPANHOHHONO A0Che, TPeGORANANMH OPraHNHAMHN
OpOH3IBOACTBA H KOHTPO/IR KA9¢CTBA JeKAPCTBEHHbIX cpeacts (mpaBuia GMP), a TakKe HHLIMH
TPeGOBRHAAMM [1efiCTBYIOIIEr0 3aKOHOJATEILCTRA.

Ilponykuus paspenrena k peaansannn ‘\\
//
Crenanosa M.C.

Y I0AHOMOYEHHOS THLIO

Havanenuk otaena

{I0IDKHOCTS)

Tlonoxenne o muue, oTReTCTRERHOM 32 BHIITYCK CE€PHE (YNOTHOMOUEHHOM TULE nO KagecTBy), data y1s. 11.01.2021

(paemndpenra mogme)

{nn :myi)







