UHTenneKkT Ha sawmre
300pOBbLA

® NOJIUCQH

OBLUECTBO C OTPAHHUYEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKASA DAPMALEBTUYECKAS OHMPMA «[MOJIMCAH»
192102, Canxr-Nerep6ypr, ya, Canosa, 72, kopn.2, JUT.A,

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

AHauTHYeCKHIT nacnopt Ne 694

Ipenapar: PEMAKCOJI® pactsop ans undysuii

Cepus: 330821 JICP-009341/09
dopma BelTycKa: PACTBOP Jutg wHQy3uit (KoHTelHep) 400 M x 5

Konumuectno: 3778 yn.

Mara usrorosiennus: asrycr 2021 .

JlanHble aHanH3a

ITokazaTens TpeGosanus HJI JICP-009341/09- Hannvre anannza
210817, m3m. Na 1, mam. No 2
1 2 3
1. Onucanue Ipozpaynas GecuBeTHAN KHAKOCTS CO CITAOEIM XaPAKTEPHEIM Tpo3zpaunas Gecumerran
3anaxom HKHAKOCTS €O cnalbim
(Opranonemmiueckuti metoz) XBPAKTCPHEIM 3anaxom
2. INognuHHOCTE:
i Hamirgmne ananumaveckoro curnana [IPH KOIHYECTBEHHOM NpucytcTyer
L onpezencHuy Hatpus (AC)
- Kanui Hanugne ananutiyeckoro cHruana TNIPH KONMYECTBEHHOM [Ipucyrcreyer
onpenenenkH kanua (A2C)
- AHTApHAA KHCAOTA Bpemena yepxuBanns nukon AHTAPHOH KHCNOTHI, MErmoMuHa, Cootsercraylor
- METTIOMHH HHO3HHa, HHKOTHHAMUWAA K MCTHOHHHA Ha xpuumrpamuax
i HCILITYEMOTO PACTBOPA, NOMYYEHHEIX NPH KOTHYECTREHHOM
- HUKOTHHAMHA ONPCACACHHH, A0/KHEL COOTBETCTBOBATS BPEMEHAM
s YACPHKHBAHHA ITHKOB COOTBETCTBYIONIMX BEICCTS Ha
- X70pHIM XPOMATOrPaMMaX PacTBOpa CPABHEHHA () (BIXX)
Xapaxrepuas peaxuun (Kauecraennas peaxuyan, Eur,Ph.*, TonoxurensHas
e (pearums )
Tocne npwbasncuns ammouns Xnopuua pacreopa 10,7 % u [Monowwurenshas
aMMOHHA kapGouara pactaopa 15,8 % ue Gonee uem nérkoe
TOMYTHEHHE, NPH AANLHEHIICM NPHOABTEHHN THAATPHE
rHapodocata pacrsopa 9 % GeEIi KpHCTANLTHHECKE ocanoK,
HepacTsopiMaI B aMMHake pacTeope (KagecTsenHag peakius)
3. IIpospaunocts HomkeH GuITh npospaurum (IO Xi1) TIpospaunniit
4. IleetHOCTH Homxen ObiTh 6eciBeTHEIM (I'd X11m) BecuseTHniit
5.pH Ot 6,0 o 8,0 (ro X111, NOTEHIHOMETPHYECKH) 6,3
6. Mexanmaeckue A Hormken coorsercraosars TpeGosannam (I'D XIIL, BH3yansHbIH) Cootserctayer

- BHIHMEIE MEXBHWYECKHE BKJHOHCHMA

— HEBHIIHMBIC MCXAHHYCCKHE BKIIOUCHAS

B I Mn cpennee uncno yactun pasmMepoM
10 mMxm u Gonee He nomKHO NpessImaTS 25, a cpennec uncao
HacTHY pasMepoM 25 MxM H 6onee He J0/DKHO npeswmaTs 3
(TP X1, meton 1)

10 mx™m u 6onee — 1 8 1 M
25 mxm 1 Gonee — 0 B 1 M

7. UsBnekaemsiit o6b&M, Mt He MeHee HomunansHoro (CO XIII) 425
8. PoacTeennrle NIPHMECH:
- PHTIOKCAHTHH ¥ ryaHosHH ;Bge)i%m 3,0 % OT HOMMHAITBHOTO COAEPIKAHMS HHOIHHA 0,3
- He Gonee 3,0 % ot HoMuHankHoro CONEPXKAHHS 0,3
PR HHKoTHRaMMAR (BIXKX)
— CymmapHoe copepxcanne HEHACHTHOUUNDOBAHHBIX MpUMEceR 04
~ HEHCHTHOHUMDOBAHHBIC MIpHMECH B NPOLIHTAX OT CYMMBI II0WIANE/ MHKOR HHKOTHHAMW,a,
HENTHWS 4 METHONHIM 1 Zo/pisiio npestimany 3,0 §¢ (BOAC)
9, OCMOMBHOCTB Or 296 a0 362 MOcM/kr (F'e X, KPHOCKONHYECKAit) 327
10. Bmpﬂmﬂme 3HIOTOKCHHEI Tpenenrtoe conepxarue ne 6onee 1,9 E3/mn Menee 1,9
(T'® XIII, meTon A)
11. CrepunenocTs Homxen GbITh CreprIEHEIM Crepunsusisi
(I'® XIIL, metoa MemGpanroli pumstparu) Cepus sunymena no
napamMeTpaM
12. e : ot 132 110 162 Mmons/n Hatpust (ADC) 147
2. KonuectBenHoe OnpenencHHe 03,6 20 4,6 snm/s sams (ADCY P
ot 1,13 no 1,39 mmons/n Marums (TurpaMeTpus) 1,27
ot 98 o 120 MMoAK/n XnopHIOR (Tmpnuﬂpm) 109
ot 4,/5 10 5,81 r/n UHeOy (arraprok xicnoTsr) (B 525
ot 7,85 1o 9,60 r/n C;H;:NOs (mermomuna) (BXKX) 8,66
ot 1,80 20 2,20 r/n CyoH;aNOs (mi03una) (BIXX) 1,95
or 0,225 50 0,275 r/n Cd-[;N;O(unxmuaMm) (BIXX) 0,244
or 0,675 10 0,825 r/n Cs H;;NO,S (MeTHORKHA) (BIXCX) 0,741
13. AsomancHag TOKCHYHOCTD Momxer Gbith HeTOKCHYHBIM (I'D P+t He Toxcuuen

(ans xoHTEHHEPUB UOJIUMEPHBIX)

HHC-KO-2000-0160 «KOHTpONIs npomseenenHott npoxykumu», sepeus 10. Mlata ssenenns: 10.03.2021
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1 2 3
Tio 400 M B GYTHUIKH CTEKIIAKHbE BMECTHMOCTBIO 500 ML, TTo 400 mn b xoNTEHHCPAX 13
14. Ynakoeka yKynopeuHkie POBKAN | W3 PEIHHB, OBXATHE KonatkaMH naéskH MHOTOCHORHOR
koMb E BIMH H3 &K H [IACTMAcCH. nomoneduHoBO.
Ha 6yTHUTKY HAKTEHBAIOT FTHKETKY CAMOKNEAILYIOCH. Kamayio GyTHAKY Ha xonTefinep MeTonom
BMECTE ¢ HECTPYKIDHEH NO MEIHIHHCKOMY PHMEHERHIO NIOMEIAIOT B m"m:f‘“‘

nauKy H3 KapToHa, Ha

110400 M7t B KOHTEHRHE
Ha xouTelinep MeT0A0
5 KOHTEAHEPOR BMECTY

(OTOPOM A0NYCKAETCA HAHECEHHE ITHKETKH

KOHTPONA NEPBOTO BCKPHITHA,
Tauxs NOMEWIAIOT B [PYANOBYIO TpY.

5h K3 TITSHKH MHOTOCTOHHOM MONHONEPHHOBOM.
M TEPMOTICHATH HAHOCAT MAPKAPOBKY.
¢ HHCTPY K€l 10 MEIMUHHCKONMY NPHMEHCHHIO

MOMELLAKT B TPYTIIOBYIO Tapy H3 KAPTOHA rOPHPOBAHHOID.

5 KOHTCANHEPOB BMCCTE &
HHCTPYKUHER N0 METHUHHCKOMY
APHMEHEHHIO NOMELHCHBI B
TPYTNOBYI0 TApY H3 KEPTOHA

rodpHpoOBAKHHOTO,
TpeGosarus HI k ynakosxe
cobmoaenst

15. MapkupoBKa

MHATHAKTPAX, HOMED)
329 mOcw/kr», «CTE|

M HOMEp
329 mOcwm/xr», «CTE

Ha nauxe yKa3ssawT

npeaynpeadTeabHoi

«QemonansHocTs 32
«HecMaumBacMocTs
NPOTHBONOKA3AHHEM
HOMED PErHCTPALMHO]
«XpaHHTh B HEAOCTY

HATHAUSHMIO Bpa4a»

CPEJICTBO».
JlomyckaeTcs HaBed
MOHWTOPHHTA JIBHK
Ha smukeTxe rpynn

00beM B MEIUTHITHT]
«CTEPHILHO®, «

1) NMeparuHas yNaKoska

Ha >maxeTxe GyTHUIKH YKA3bIBAIOT; TOBAPHE SHAK, HARMEHOBAHHE,
anpec, Ten/(haKe MPOUIBOMATENS, TOPFOBOE HARMEHOBZHHE NPCTIAPATA C
TTpenynpeIMTENEHON KMapkuposko ®, nekapcTBeHRYI0 opmy, 0bBEM B

CepuH, CPOK FOHOCTH, C0cTas, «OCMONANIBHOCTD

PHIIBHO», «BHYTPHBEHHO»,

<« lecMATHBAEMOCTS BHYTPEHHEH NOBEPXHOCTH BYTHUIKH HE ABNACTCA
NPOTHBONOKA3AHAEM K IPHMEHEHHIO NIPCNIADATAY, YCOBHA XPaHEHHA,
HOMEP rﬂgrwunnu:stom YAOCTOBEPEHHA, MUKTOrPAMMEL:

-,
Ha xoMGUHHPOBAHAOM KOMMAUKE AOMYCKAETCH HAHECEHHE
HHIHBHIYATBHOMO TEXHOIOMHYECKOI0 HOMEPa W/HIH ABYMEPHOTO
orrpuxxona (2D)
Ha xoHTeHHEPS YKa3hBAIOT: TOBAPHEIA 3HAK, azpec,

Ten./(axc NPOHIBOIMTEIH, TOPrOBOE HAHMEHOBIHHE NPENApara o

MapKapoBKoit ®, NeKapCTBeHRYIO dopmy, 0658m B
CepHM, CPOK TO/IHOCTH, COCTaB, «OCMOMIANEHOCTh
PUITBHO», «BHYTPHBEHHO», ycnosssa

XPAHEHMA, HOMCP PETHCTPALHORHONO YAOCTOBCPEHIA, rpATYHPOBOIHYIO
mxany ¢ MeTkamn 0, 1, 2, 3, TEXHONOIHYCCKYIO MCTKY.
2) BropuvHan ynaKosKa

TOBApHHLLH IBAK, HAHMEHOBAHME, AJPCC, Ten./daxe

TPOWIBOAMTENA, TOPT080E HaUMEHOBAHHE Npenapara ¢

it @, rpynnmHp 15

npenapara, rlempcnzm'iyw’d»puy, 06BEM B MHIUTHIHTPAX, COCTAB,

0 uOca/kr», «CTEPUITEHO», «BHYTPUBEHHO»,
HyTpeHncH noBCPXHOCTH Gy TELINK HE ABAACTCA

K IPHMEHEHHIO MPEMapaTan, YCA0BHA XPaHCHHA,
THOTO YAOCTOBEPEHHA, HOMEP CEPUH, CPOK FOIHOCTH,
TIHOM IU1A feTeR MecTe!», «TIpHM CHATS N

YCTIOBHS OTITYCKa, DITPHXOBOA KON EAN-13,

¢apmakoa (pharmacode), rpadutcckoe moGpamcane GyTHIKH ¥,
NHKTOrpaMMsl, Paclia(pOBKa THKTOrPaMM

«nexaperpernan popma PACTBOP JULA HHOV3HIL»,
:c:ocoﬁ npumencrms BHYTPUBEHHO KAITEJIEHO»,

nm
«(hapMAKOTEPATIEBTHEECKAS IPyTNa METABOJIIHMECKOE

CHUE CPEACT HACHTHNKAIMH LA CHCTEMBL

WA ICKAPCTBEHHMX NPENapaTos.
oBOMH YNAKOBKH KOHTCHHEPOB YKa3biBAIOT ToBapHMHA

3HAK, HAHMEHOBAHHAE, ANPEC, TeN./haxe NPOHIBOAHTEIR, TOProBoe
HAMMEHOBAHHE NPE/IAPATA C NPSAYNPEAHTENLHOR Mapkuposkoll ®,
PYIMHPOBOYHOE KARMEHOBAHAE NPENAPATA, TEKAPCTBEHHYIO dopmy.

pax, cocTas, «OCMONATBHOCTE 329 mOcm/kr»,
BHYTPUBEHHO», yCIOBRS XpaHeHNS, YCIOBHA

OTIYCKa, HOMEp PE/HCTPALHOHHOO YAOCTOBCPEHIA, HOMEP cepHH, CpoK
roanocTH, «Xpanifs B HEAOCTYTHOM Ana AeTelt MecTe !, «[IpEMenaTs
IO HA3RAYEHHIO BpAUuAY, KOMHYECTBO KOHTEHHEPOB, ITPHXOBOR KOA

EAN-13, MaHAITy T{LIHOHHbE 3HAKH ! 4 u T, °§g . Jomyckaerca
HAHECEHHRE CPEICTH HACHTHOHKAKH JUIA CHCTEMB MOHHTODHHIA
ABKKCHWA NICKAPCTBCHHBIX NPEOApaTos.

1) [lepprunas ynaxkopxka
Ha koHTCHHEPE YKa3aHs!:
TOBapHBIH 3HAK,
HAHMCHOBAHME, ANPLC,
Ten./$pakc NpOHIBOAHTENS,
TOPrOBO¢ HAHMCHOBAKHC
npenaparac
npeaynpemMrensHoi
mapkuposroil ®,
nexapcrsennas popma, o0bEM
B MH/UTHAHTPAX, HOMED CCPHH,
CPOK MOIHOCTH, COCTAR,
«OemonansrocTs 329
MOcM/kr», «CTEPHJIBHOY,
«BHYTPUBEHHOM®, ycnosus
XpaHeHHs, HOMED
pemﬂ'pmmomlom
YIOCTOBEPEHNA,
TpasyHpOBOYHAS WKana ¢
merxamn 0, 1,2, 3,
TEXHONOTHUECKAA METKA,
2) BropuyHaf ynakopka
Ha sTHKeTKe rPYNNoBo#
YNBKOBKH KOHTEHHEPOB
yKa3aHbl TOBAPHBIA 3HAK,
HEHMEHOBAHHE, alpec,
Ten./akc NpOHIBOANTENS,
TOPrOBOE HAHMEHOBAHHKE
npenapara ¢
npeaynpeaxTenbHoA
Mapkuposkol ®,
IPYNIHPOBOMHOE
HAWMEHOBRAHHE pEnapaTa,
nexapcrsetnas hopma, obEM
B MHATHIHTPAX, COCTAB,
«OcmonansrocTs 329
mOcM/kr», «CTEPHJIBHO»,
«BHYTPHUBEHHO», ycnosus
XPaHEeHHS, YCIIOBHA OTIYCKE,
HOMEp PerHCTPalMOHHOTO
YIOCTOBEPERHS, HOMED CEPHH,
CpOK MOIHOCTH, «XPaHHTh B
HEemOCTYTHOM N8 neteft
mecte!», «JIpHMEeHSTS N0
HA3HAYCHHIO BpaYay,
KOMHYECTBO KOHTEHHEPOB,
urrprxosoit kon EAN-13,
MAHKMYIATHORHBIE 3HAKH ,, 11,
’
HaneceHo CpeacTso
HASHTHOHKALMHA LIS CHCTEMBI
MOHHTOPHHIZ JIBEKEHAR
JIEKAPCTBSHHBIX MPENapaTos.

16. XpaueHnue

guime 25 °C.

B 3amuiAHHOM OT CBETA MECTE NPH TeMIEepaType He

B 3ammménHOM OT CBETA MeCTe

TIPH TEMIICPATYPe He BHIC
25°C,

17. Cpok rogsoCTH

IUIEHKH MHOI'OC

5 JieT B byTBUIKaX CTCK/IAHHEIX, £ 014 B KOHTEHHEPAX U3

no#HoM noanonchRAOBOH

3 1U/id B KUHIEHHEPAA A3 LLUICHAR
MHoroc/olHoH nonuoneduroBof

* _ neficteyiomee u3nanme Epponeiickoit dapmakoney

*¥ _ eilCTRYIOLIEE H3LaHHE TocynapcTeeHHOH QapMakonen Poccuiickoii Menepauny

Jlata BeLIagu nacmnopra: 16.09.2021

Zapenyromuii KAnJI

Hauamsank OKK

JlupexTop 1o KadecTBy

HHC-KO-2000-0160 «KoHTpons NPOH3BEACHRON MPOIYKLAY, BEPCHA 1

0.

Jara peenenus: 10.03.

3axao49enne; cooTBercrByeT TpeboBanuaM HJT JICP-009341/09-210817, m3m. Ne 1, m3m. Ne 2

A. C. Binacoea
A. WU. ®énoposa

C. H. Cropuk




000 “Hayuno-texnonoruueckas $apmanesTHyecKasn $upma “IIOJIMCAH”

Paspemenye va peanmsatmo Ne

Haumerosanue

Dopma BeInycKa

MHH

PY Ne

Hopuarnienas goxymentanus
Howmep ceprn

Pa3Mmep cepun

Komuuectso nocne kontpons
Ne Ananutuaeckoro nacnopra
Togen no
peanpusrie-npoussogurens

Tlpennpusrae-ynakormm

00000709 ot 21.09.2021

PEMAKCOJI pacreop aas uady3nii, 400 ma s KoHTelinepax
noumepuetx, Poccusg

Konreiinep 400 Mma x 5

Humuu+Mernwmun-f—Mmonmeuxo-rnnamnn-i-ﬂmapnan KHCI0Ta
JICP-009341/09
JICP-009341/09-210817 M. Ne 1, mans. Ne2

330821

3778 ynx

3 756 ynx
694
0823

000 «Hayqno-rexnosornueckas $apmanesTEReckan dupma
«[IOJTHCAH», 192102, Poccuiickas Dexepanns, r. mer«l'[e‘repﬁypr,
¥a. Canosa, 5. 72, k. 2, JuT. A

000 «Hayuno-TexnomornuccKas apmanesTHaeckan tupma
«[IOJIHCAHp», 192102, Pocchiickas Denepanns, r. Cnnm—ﬂerep&ypr.
Y. Canosa, x. 72, k. 2, ;ur, A

AHanu3 npousBoacTEenHOl JOKYMEHTAIHM

Hocke ua cepuio uporepeno Ha
Hocse na cepuio onobpeno Ha
Kpuruaeckue oTrionenns OTCYTCTBYIOT Jda

Cepis npousgenena n NPOKOHTPONHOBAHA B COOTBETCTBHY ¢ JIHNeH3Hell Ha npou3BoAcTRO
JACKAPCTBEHHBIX CPEACTB, TpefoRanAaMH PErBECTPATHOHHOIO JOChe, TpeGoBaRNAME OpranM3agHu
OPOH3BOACTBA W KOHTPOJR KavecTRa JIERAPCTBEHHBIX CPEACTR (NpaBu. GMP), a Tarcre aunivy
TpeGoBanmsmu gelicrysomero 3aKOHOJATeNLCTBA.

Ynomsomouernoe o

Havaneruk ornena

Crenarosa M.C,

Hponyknus paspewsena peannsagnn Ja
/)/; ‘
(nt

(RomKHOCTE)

(pacundporra noanucn)

\/o,rmis?:s)”

Honomenne o maue, oTercTrerHOM 30 BRITYCK CepiH (YIonHOMOueREOM ;THite no KauecTsy), nata yts. 11.01.2021







