3[0pOBbA

Ipenapar:

125 mr/mn
Cepusi: 831220
®opma BaInycKa:
Kommgecrso: 44412 ym.

VHTeNnneK T Ha salumTe

® NOJINCQOH

OBUECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbBIO
«HAY4HO-TEXHONIOTUMECKAA GAPMAUEBTUYECKAA OUPMA «NONMCAH»

AnaautTHyeckuii nacoopr Ne 1135

(ammyna) 2 Mn X 5 (mauka KapToHHas)

Jlata uaroToBnennus: jgexabps 2020 r.

192102, Cauxr-lMetepbypr, yn. Canosa, 72, kopn.2, mmt. A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

INUKJIO®EPOH® pacrsop 1)1t BHYTPHBEHHOT0 B BHYTPHMBILICYHOT0 BBEICHHS

P N001049/03

Tloxazarens TpeGosanus HI P N001049/03-091118, nam. Ne 1 Jannbie aHAJH3A
1 2 3
1. Onuncauue TIpo3pagHas KHAAKOCTE KENTOrO BETA [Tpo3paunan HAKOCTh
(Buavane el meton, 'O PO*) KENTOTO LBETA

2. IMogmaHBOCTE:
- axpumuyxcycnasi KHCROTA

- COCIIHHEHNA AKPUIOHOBORO PAia

- MECTIOMHH
{ N-METHIT MOKAMMHH)

Cnextpsl  NOIMOMIEHHS MCOBLITYEMOTO pacTBopa M pacTBopa
cpasnenva (b) B ofnactn ot 340 o 450 HM AOKHBI MMETH
MAKCHMYMB M MHHHMYMBI [PH OJHMX M TeEX KC MJHHAX BONH
{CrexrpodotoMerpus 8 yapTpadHonetosol w sumamolt ofnactax,
D PO*)

Bpems  yUCPKHBAHHA OCHOBHOTO [HKA Ha XPOMATOrpamme
HCTIHITYEMONO PACTBOPA, NPUIOTOBIEHHOTO A4 KONMUECTBEHHOrO
onpeAcnenus, AODKHO COOTBCTCTBOBATH BPEMCHW YACPHHBAHMA
OCHOBHOTO TIMKA Ha XPOMATOIPAMME pactTBopa cpasHenus (b)
(BOXX, I'd PO*)

Hconerryemsiii  pacTBop, TMPHIOTOBNEHHBIH T KONMYECTBEHHOTO
OnpeagnieHus, HMeeT XapaKTepHyIo (DHONIETOBO-CHHIOK
FIOMHHECUIECHLIHMIO

(Brayansnmuiit Meton, I'® PO*)

FIATHO POBOBATO-OPAIKEBOIO HBETA METTOMMHHA HA XPOMATOIpaMMe
HCIIBITYEMOrO pacrtsopa no 1I0NI0KEHWIO, oxpacxc H BEIHMHHE
JODKHO COOTBETCTBOBATH NATHY

MET/IIOMHHA HA XPOMATOrPAMME PacTBOPa CPaBHCHHA

(ICX, I'® PO*)

CoOTBETCTBYIOT

CooTBeTcTBYET

CooTBeTcTBYET

ITpucyTcTBYET

3. Ilpo3payHoOCTh

Jlomwxen 6Ts Npo3pauHLiM (I PO*)

TIpo3paussli

4. pH

Ot 6,5 no 8,0 (I'd PO*, NOTEHIHOMETPHYECKH)

7.8

5. MexasHyecKne BKIIOYEHMS:
L BHIHMBIC MEXaHHYECKHE
BKJIIOYCHHA

Iomken cOOTBETCTBOBATS TpeBOBAHMAM
(I'® PO*, BU3YAIBHBIA METON)
Cpensee uwHcno uacTvu pasmepoM 10 mMxm n Gonee He ROMKHO

CooTpeTcrayer

10 mxmM u Gosee - 17

(N-metunrimokaMuna) (Turpumerpus, I['® PO*)

~JEDIML® He AESI CERS e ket R T S e e (e ron | | dwmm o1
BKITOMEHUA Merox 1} i
6. PoacTBeHHBIE IPHMECH EnnHuYHag HeHAeHTHOHIMPOBAHHAA IPUMECH — 0,05
He 6onee 0,20 % (B2XKX, I'® PO*)
Cymma npumeceil — we Gonee 0,50 % (B3O, 'O PO*) 0,05
7. U3BnexaeMelit 00BEM, MIT He menee somuasanssoro (I'® PO*) 2,0
8. BakrepuarnbHbIe 3HIOTOKCHHEL, IpenennHoe conepxanue Menee 0,5
ED3/Mr akpHIOHYKCYCHOM KHCIOTBI ue Gonee 0,5 (I'd PO*, meron A)
9. CTepHIbHOCTE JomxeH OBITh CTEPUNBHBEIM CrepunbHsli
(I'® Pd*, MeTOA MPAMOTO 110CEBA) cepu BHINYINEHa 1o
napaMeTpam
10. KonuuecTBeHHOE OfpeeNienye Ot 118 go 131 mr/mn CysHNOs 129
(axpuaooHyKCyCcHOH KHCnoThl) (BAX, IT'd PO¥)
Ot 87 no 106 mr/mn C7H7NOs 96

11. YnakoBka

o 2 Ma B aMnyIB! H3 KOPHYHESOrO CTEKAA,

Ha aMrrysmy HaxneHsalOT STHKCTKY CAMOKNERNLYIOCH,

TTo 5 aMTIyN NOMEILAIOT B XOHTYPHYIO A4EHKOBYIO YIIAKOBKY M3 MLIEHKH
noAHBHHMAXIOPEIHOK. KoNTypHYO suefKoByI0 YIAKOBKY TEPMOCKISUBAIOT ¢
TNEHKOH NOKPOBKOH MM GOoNsrol AMOMEHKCBON Wi OCTABIMOT OTKPHITOR.
1 KOHTYDPHYIO suefKOBYIO YIAKOBKY BMECTE C HHCTPYKIMeH no
MEIAUKHCKOMY MPHMEHEHHIO NOMEIAIOT B NAYKY K3 KEPTOHA.

Jlas KOHTPONIR NEPBOrO BCKPWTHA GOKOBHE Knanansl Navwkn MoryT Surs
3AKNCCHBI ITHKETKAMH,

Tlo 2 Mn » ammynax ¥3
KOPHYHEBOTO CTEKNA.

Ha amnyny nakneena ymKkeTRa
CAMOKAEAINARCS.

5 amnyn noMewweHs B KOHTYPHY1O
AYCHKOBYIO YIAKOBKY H3 TUIEHKH
TOHBHHITXNOPAAROH.
Kontypuas suefixoBas ynaxosxa
TEPMOCK/ICeHa

¢ nAgHKON NOKPOBHOA,

1 xouTypran A4¢AKOBAR YTIAKOBKA
BMECTE C HHCTPpYKuKel no
APHMERSHNIO NTOMEIIEHA B NaYKy
3 KapTOHA,

TpeSorasma HJI x ynaxosxe
cofmoacKn.
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12. Mapxuporxa

1) Mepeuunas ynakoska.

Ha ammynax Ha camoxiesmelics stukeTke YKa3BiBaloT:
TOBApHKIHA 3HAK NPOM3EONHTENS, TOProBoe
HAUMEHOBAHHE JIEKAPCBEHHOIO Npenapara ¢
UpeRYNpesuTensHOl MapKupoBKoil ®, KOHUEHTPAUHIO
B MI/MII, 00EM B MWLTIIIHTDAX, HOMEp cepHy, CpoK
TOHOCTH, NIEKapCTREHHYIO dopmy,

2) IpomMexyTOUHAS Y1aKOBKA.

Ha mnéske nokposHo# wnn Gonsre amoMurKeroit
YKa3bIBAIOT: TOBAPHEIH 3HaK npomssoanrens. Ha
KOHTYpHOH s4eiiKoBO#i yIIaKOBKe, CKICEHHOI! ¢
honbroit amoOMUHKEBOH, NOTONHHTENLHO YKa3bIBaIoT
HOMEp CEPHH H CPOK IOAHOCTH.

3) BropuyHas ynakogka.

Ha nauxe yxasipaioT: auMeHOBANNE POMIBOANTENA,
€ro TOBapHkIH 3HAK, aapec, Tel./dakc, Toprosoe
HaHMEHOBAHHKE IeKAPCTBEHHOTO [Ipenapara ¢
NpeaynpeHTEIbHOR MAPKHPOBKOH ®,
IPYIIHPOBOYHOE Ham:enoaanne JIeKapCTBEHHOTO
TPENapaTa, NEKAPCTBEHHYIO (GOpMY, KOHUEHTPALMIO B
Mr/MIT, 06BEM Tpenapata B MHUTHIHTPAX, COCTAB ¢
YKa3aHUeM HAMMEHOBAHMA U KOJMYECTRA
NEeHCTBYIOIEro u BCIIOILIO[‘&TEH]:BOTO BELIECTR,
YCIIOBHS XpaHEeHHS, «Hinmem N0 HA3HAYCHUIO
Bpaya», «XpaHuTs B HEIOCTYTTHOM U feTeif mectel»,
«CTEPHJIBHO», ycnobus oTmycka, cnocod
TPUMEHEHHS, HOMED PerHCTPALIHOHHOTO

|
YAOCTOBEPEHHA, HOMED CEpHH, CPOK I'OHOCTH,

1) Tlepsurnasn ynakossa.
Ha ammynax sa camoxacsmeiics
STHKETKE YKAIAHE! TOMPELE 3HaK
NPOK3IBOINTENS, TOPIosoe
HAHMEHOBANHE TEKADCTBEHHOND
OpPENapara ¢ npeaynpeaguTensuodi
MApKHPOBKOH B, KOHNEHTPanNs B
M/, obsés 8 MrIEENTPaX,
HOMED CEPHH, CPOK MOFHOCTH,
nieKapeTseHuan opMa.
2) MpomexyTounss ynaKosxa.
Ha nnénke nokposHofl yxesaus:
TOBAPHBLIH JHAK HPOHIBOARTENRA.
3) Bropruias ynaxonsa.
Ha nauke yxasanu: namvenosanne
TIPOKIBOMHTENIA, Cro TOBSPHBEH
3HaK, aapec, Ten. ‘Yaxe, TOprooc
HaHMEHOBANHE JIEKADCTBERHOTO
NPENApaTa ¢ MPCAYIPEARTEALHOR
MApKHpoBKo# @, rpyImHPOBOTHOE
HAHMCHOBAHHE JICKADCTBEHHOIO
npenapara, nexapcrsenan popma,
KOHUEHTPAUNA B MI/MA, 06bEM
TIPENapara B MIWLTANHIPEX, COCTaB
C YKAIAHAEM HAMMEHOBAHNA W
XONHYECTRA ReHCTBYOmMEro H
raTCALHOIC B,
ycnosus xpanenns, «[lpumenars
10 HA3HAYEHKIO Bpayan, «XpanHTh
B HEAOCTYMHOM 234 nerell
mecteln, «CTEPHJILHO,
YCNOBKA OTITYCKA, cnocob
TIPHMEHEHNHS, HOMED
PErRCTPAHOHHOND
YAOCTOBEPEHHA, HOMEP CEPHH,
CPOK FORHOCTH, KOMHYECTBO
AMITYN B YNAKOBKE, WITPHX0BOH
kog EAN-13, dapuaxon
(pharmacode), rpadmecxoe

KOJIAYECTBO aMITyJl B yJaKOBKE, INTPHX0BOH Ko EAN- | #iobpaxense aunymn
AONONHHTEALHME HANNHCH:
13, dapmakon (pharmacode), rpadmeckoe ERKTpes, TACTReONE
NHKTOrpaMM
u3o0paxenne ammysst N, nononsuTenbHbe HATIHCH:
MHKTOrPaMMBI, PACHIH(POBKE MTHKTOIPaMM “nexapoTsernan Gopua MHUIKASy,
«@nexapcrsennas dopya IKHIKA STy, =
ol C110COG npumenenud BHYTPMBEHHO», it i SV TR,
o €110COB npmMeReriy BHY TPHMBIIIIEYHO», B
« | bapmaxotepanerTiieckas rpynna [IPOUME i ’ '
HMMVYHOCTHMYJISITOPbI». Jlonyckaerca dapantTepanEITICkE IOV
HAHECEHHE CPE/ICTB MACHTHOHUKAIMH JUTH CHCTEMBI mmmm
MOHHTOPHHIA IBHIKEHH NICKAPCTBCHHBIX NPENAPATOB. | mycwmmbmkaumus s cuerens
MOHHTODHHIE ABHXECHMS
SIEKADCTRCHHBIX TPENapaTOB.
13. Xpaneune B samumesnom ot cBeTa Mecte npu Temneparype ot 0 a0 25 °C. B sammmignnom ot ceeta
MeCTe [1pH Temnepatype ot 0
1o 25 °C.

* - neficreyiowee manne l"ocynapereennoit Gapmakonen Poceniickoit Depepauun
3akmouenue: cooTBeTCTBYeT Tpebopanmam HJ] P N001049/03-0911 18, u3m. Ne |

Hara eeinauu nacnoopra: 30.12.2020
3apenyromyit KAuJl

Hauaneauk OKK

JupexTop no kauectsy
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000 “Hayuno-Texnonoraueckas papmanerTuueckas Gpupma “INIOJTUCAH”

Pazpemienne Ha peanuzanuio Ne

Hamnenopanue

Dopma BeimycKa

MHH

PY Ne

HopmaTHBHAA TOKyMeHTaluA
Homep cepin

Paamep cepun

Komuectso nocne korTpona
Ne AHaTHTHHICCKOrO IacnopTa
Togen po
HpeanpuarHe-npoH3BOUTETL

ITpennpuarue-ynakoBIIMK

00000013 or 13.01.2021

HUKJIO®EPOH pacTBop /15 BHYTPHBENHOLO H BHYTPAMBIIICYHOT0
BBejenns 125 mr/ma, 2 ma, No§, Poccuiickas @egepanus (Témuoe
CTeKRI0)

amMmyaa 2 Ma X 5 (mauka Kaprounas)
MEIIIOMHHEA AKPHIOHAUETAT

P NO01049/03

P N0O0O1049/03-091118 uszm.Nel

831220

44 412 ynr

44 324 ynx
1135
1225

000 «Hayuno-Texnonornueckas papmanesTHueckas pupma
«IIGJIMCAH», 192102, Poccuiickas ®enepanus, r. Canxr-Tlerepbypr,
va. Canosa, . 72, K. 2, aHT. A

000 «Hayauo-rexmosiornyeckas papManesTHYeckas GprpMa
«I[TOJTHCAH», 192102, Poccniickas ®enepans, r. Cankr-Ilerepbypr,
ya. Canopa, 1. 72, k. 2, aHT. A

ANanu3 NPOM3BOACTBCHHON JOKYMENTAIINA

Jocbe na cepuio npoBepeHo da
Jocke na cepuio onobpeno Hda
Kpuruueckne oTKI0HEHHA OTCYTCTBYIOT Hda

Cepuas npossse/iena H HPOKOHTPOJHPOBAHA B COOTBETCTBHH ¢ JIHIeN3Hel HA NPOH3BOACTEO
ACRAPCTBEHHBIX CPEACTB, TPeGOBARNAMH PETHCTPAIHOHNOTO J10Che, TPeGOBAHUAMH OPranusALMN
OPOH3BOACTBA B KORTPOJA Ka'ecTBa JCKAPCTBCAHLIX cpefcTB (npapnia GMP), a Taxke HHBIME
TpeGOBAHRAMM JefiCTBYIONIErO 3aK0HOAATEALCTRA.

Mpoayknus paspemiena K peanu3anuu Hda

Y noanoMOUYeHHOE THLO

Jupexrop no kauectry

-

Cxopuk C.H.

(AOIIKHOCTD)

\_(merfines)

(paciH@pOBKa NOZITHCH)

Hoaoxenne o qule, OTBETCTBEHHOM 23 BEIIYCK CEPHH (YonHoMoueHHOM JHIle [0 Ka4ecTBy), Jata yTe. 11.01.202]







