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OBLUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYHHO-TEXHONOMMYECKASR PAPMALLEBTHHECKAA OHPMA «TTO/TMCAH»

AHaauTHYeCcKHIT nacnopr Ne 759

192102, Cauxr-Nerepbypr, ya. Canosa, 72, KOpN.2, AMT.A,
Ten.: 812 710 8225, dake: 812 764 6284, e-mail: info@polysan.ru

Ipenapar: HHKJIOPEPOH® rabaerku, HOKPBITHIC KHIIEYHOpAacTBOpHMOH oBosouxoif 150 mr

Cepus: 290921
Dopma BHIMYCKa: (koHTypHas sueiikoBas ynakoska) 20 x 1 (nauka KApTOHHAN)
Konuuecrso: 56903 yn.

Hara n3rotosnenus: cewtsbpe 2021 r.

Janusie ananusa

P N001049/02

Tokazarein

Tpebosauus HJL P N0OG1049/02-081018, Mam. Ne |

Hannsle ananuia

1

2

3

1. Onucanne

Kpyrnsie  apoaxoseinyknbie TabneTkn  kéatoro uBera,
NOKPHITHE KHLIEYHOPAcTBOPHMOH oBonoukolt. Ha nonepewrom

paspese sapo xkéntoro usera

Kpyrasie
ABOAKOBBINYK.1bIC
TabneTku RENTOro uBeTa,

; . bITHIE
(Bayyunaull, FG POY) nﬁo?wuopmmpm
obonoukoii. Ha
NOTICPCHHOM Pa3pese LAPo
KEATOrO LBeTH
2. TloanunnocTS:
- @KPHIOHYKCYCHAA KHCIOTa CrekTphl MOTJIOMIEHHS MCNLITYEMOTO pacTteopa M pacTsopa Cootserceyior
cpasucHiA (b) B ofnactit or 340 no 450 HM ZOMKHB MMeTh
MaKCHMYMbl H MHHHMYMB! NDH OJHHX H TEX K¢ ATHHAX BOJH
(Crextpodoromerphs)
Bpems yaepkuBauus OCHOBHOTO TNHKA Ha XpoMarorpaMme Cooreetcrayer
HCIIBITYEMOTO pacTeopa, NPHIOTOREHHOIO ans
KOITHHECTBEHHOTO  OfpeleNieHHA, [O/KHO COOTBETCTBOBATH
BPCMCHH YACPKHBAHHA OCHOBHOTO MHKA HA XPOMATOrpaMMe
pactsopa cpasrenus (b) (BOXX)
- METTTIOMHH [laTHO  pO30BATO-OPAHKEBOr0  UBETA MCIMOMMHA  Ha Coorsercrayer
(N-MeTuarmoxamus) XpOMarorpaMme HCTILITYEMOTO PacTsopa 1o MNONONKEHHIO,
Okpacke M BENM4YMHC [OMKHO COOTBCTCTBOBATH MNATHY
MEITIOMHHA HA XPOMaTOrpaMMe pacTsopa cpasrerns (TCX)
3. PacTBopenue 1-a cranms — we Gonee 10 % akpHAOHYKCYCHOM KHCAOTHI 0
3a 60 mMun
2-5 cranua - ve menee 70 % (Q) akpHaoHyKCyCHOR KHeIOTSI 98-100
33 45 MuH
1 (I'® PO®*, Cnextpodoromerpus 8 VO 1 summvoli obnactax)
4. PoncTReHHBIE NPHMECH Eaunnynan HemnenTnHunposannas npusMecs — He Gonee Menee 0,10
0,20 % (B2XKX)
Cymma npuMeceii — se Gonee 0,50 % (BOXX) Menee 0,10
*
> :f;muommecm Kareropus 3A (IT'® PO*) Coomsercrayer
6. ORHOPOAHOCTL AO3HPOBAHHA Homxen cootsetcToBaTh TpeboBaRHAM (I D PO*) CooteetcTRYET
AV=]§
7. Konnuectsennoe
OfpeAesicHHe: _
~ AKPHIOHYKCYCHas KHCIOTa Or 142,5 mr 1o 157,5 mr CisH; NO4 1472
(akpunonyxcycHoi kucioTst) 8 TaGnetke (BIXKX)
- METTIOMHH Ot 131,4 mr o 160,6 mr C7H;7NOs 146.8
(N-meTHRrmOKAMHH) (Mermomuua) B Tabnetke {THTpHMeETPHSA)
8. Ynaxoeka To 10 wau 20 Tabaetok B KOHTYPHYIO AuelikoBYIO ynakosky u3 | [lo 20  rtaineroxk 8

TUIEHKH TIONHBHHIWIXTOPHIHOR M QONBIW amMOMHHHEBOH s
YIaKOBKH,

1 xoHTYpHylo sueikoBylo ynakoeky no 20 Tabnerok, 1 wm 5
KOHTYPHBIX A4eHKOBBIX ynakoBok no 10 TaGnetok Bmecte
HHCTPYKUHEH N0 MENHUMHCKOMY NPUMEHEHHIO NOMEIAIOT B
NavKy W3 KapToHa.

JI1a KOHTPONA NEPBOro BCKPWTHA GOKOBBIE KNANAHBI NAYKH
MOryT ObITb 3aKieeHsl 3ITHKETKaMH. ITawku MoryT OmiTh
CIPYNNHPOBaHL B GAaHACPONH TEPMOYCANOYHON MAEHKOM.
TMa4kn win 6anaeponn noMemAIOT B rpynnoBYIo Tapy.

KOHTYpHOH  suciikoBoit
YNAkoBKC M3  NASHKH
TIOJIMBHHHIXAODHIAHOR M
doners  amoMHH#EBOH
JUR YTIAKOBKH.

| xoWTypHas sueiikomas
ynaxosxa no 20 tabnerok
BMECTE C HHCTPYKLUHEH no
MEJHLMHCKOMY
NPHMCHCHHIO NOMELIEHA B
faYKy H3 KapToHa.
TpeGosanus HI
cOBmOonCHEL

HHC-KO-2000-0160 «Komrposns npomisencssiof npoayxuHu», sepcus 10, Mara speacans: 10.03.2021
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9. MapxupoBKa 1) epeuunas ynakoska :!)I“Ww T
; Ha  kourypHoH  suelikoBof  ynakoBke  YKA3biBAIOT: | ynaxosxe 5 ‘yu“::-:
HAMMEHOBAHHE NPOH3BOAMTE/IA, €r0 TOBAPHBIH 3HAK, TOPrOBOC | Manmenosanme  npowssomTeas,
HAMMEHOBAHME  NpENapata  C  NDCAYTPCAHTENBHOM | oo Toetbrdl ok oprosos

MapKHpOBKOH®, nexapcrBeHHy0 (OpMy, NOIHPOBKY, HOMEp
CEPHH, CPOK NOJIHOCTH.
2) BropHunas ynakoska
Ha nauke yxa3hiBalOT: HAHMEHOBAHHME NPOH3BOLMTENA, €r0
TopapHuill 3Hak, aapec, Ten/akc, TOProBoe HAMMEHOBaHME

mpenapara ¢ Npepynpeautensholl  mapkuposkoR  ®,
rPYNNHPOBOYHOC HAHMCHOBAHHE NpENaparta, JEKAPCTBEHHYHO
dopmy, 103MPOBKY, COCTAB Ha OfHy TAbNeTKy C yKalawHeMm
HAMMCHOBAHMA M KOJHYCCTBA JCACTBYIOWICTO BCLIECTBA, |
niepedeHb BCMOMOraTeNbHBIX BELIECTS, KOAHIECTBO TabNeTOK B |
ynakopke, «XpaHHTh B HEAOCTYNHOM I8 aetell Mecten, «[lnx
BIpocnbiX H aerell ¢ 4 neT», YCNOBHA XpaHEHHA, HOMEp
PErHCTPALHOHHOTO YAOCTOBEDEHHA, HOMED CEpHH, CPOK.
FOJHOCTH, YCJIOBHR OTMYCK®, CNIOCO0 MPHMEHCHUN, WTPUXOBOR
xox EAN-13, nonoauntenstme nagmucy: «[J151 B3POCJIBIX H
JIETEH 4+», JIEYEHHUE U [TPOOUIAKTHKA 'PUIITIIA H
OPBH», papmaxon (pharmacode).

Ha nauke, cogepxaiieHi 1 KOHTYPHYIO A4¢HKOBYIO YIIAKOBKY N0
20 tabnetok WIH 5 KOHTYpHBIX suelfkoBmX ynakopok no 10
TaGNeTOK, JONO/MHMTENGHO HAHECCHA TIpaduuyeckas CXeMa
«TPHEM TTPEITAPATA IPH JIEYEHHH I'PHITIA/OPBH».
JonyckaeTcsa HAHECCHHE CPEACTB HACHTHOHKALIHI VI CHCTEME
MOHHMTOPHHIE ABHXCHHA IEKAPCTBEHHMIX NPENapaTos.

NPeayTpPeARTEARHCH
Mapkuposkoll ®, KapCTRCHRAN
GopMa, ACIMPORK, HOMEP CEPHH,
CPOK TONHOCTH,

2) Bropmunax ynakoska

Ha nauxe YEDRAHH
RAMMCHOBAHME [POMIBOMTENN,
€0 TOMpHME IHAK,  apec,
Ten/daxe, Toprosoe
HAHMCHOBAHHE  RpENApaTs ©
TPEAYIPEARTENBHON
MApKHPOBKOR ®,
rwmiwm HAHMCHOBAHHC
npenapara, ACKAPCTBCHRRN
dopMa, BOIMPOBKA, COCTAB HE
omy TabseTky C  yKEIBHHEM
HAMMEHOBEHHA W  KOMMYECTSS
nepevcHs BCHOMOTATENLHMX
BeiecTs, koansecTno Talinerox »
yRAKORKE, «XpaHuTs »
HEOCTYTHOM ANA neTel MecTen,

wJlan mapocnux u acredl ¢ 4 sers,
YCROSHN  XPAHCHWE,  ROMCp
PETHCTPRIHOHHOTO

YAOCTOBEPCHMS, HOMEP CCPHK,
CPOK FUUKOCTH, YCTOBHS OTIYCR,

A, TP

xoa EAN-13, Aonwmwruum
raamen: «JIA BIPOCIIBIX M
JETEH 4+w, «IEUEHHE H
NPOGHIAKTHKA [PHIIIA H
OPBH», tapuakoa
(pharmacode).
Ha nmaue  JCOOMHATENLMEO

Ramecesa  rpaduucckan  cxeMa
«I'IPHEM TIPEITAPATA [IPH

|| MEYEHHH IPHITIIA/OPBH».
Haneocuw

cpeacTsa
|| machTebwIUME 118 CHCTEMM
{1 sowmropusra ABHWEHHA

NEXIPCTCHILIX TIPENIPATOR,

10. YcnoBHs XpaHeHHA M Mepsl | B 3amiMmui@HHOM OT CBETA MECTE IPH TEMNEPATYPe HE BHIILC
1pejOCTOPOXKHOCTH 25°C

B aampngnsonM oT ceta

MECTE IPH TEMTICPATYPE
He swme 25 °C

11. Cpok rofiHOCTH 2 roga

2 roxa

* - neficreyromee w3nanue Focynapctsentol ®apmaxonen Pocculickod Penepaunu
3akmoueHne; coorsercTayer TpeGosanmam HJI P N001049/02-081018, Ham. Ne 1

Jlara seiaaun nacnopra: 21.09.2021

oy et CaHlG-ﬂOTepﬁYDf
- e,
Hauansunk OKK wﬁfﬁsen " : AH y
/ JIHpeKTOp MO Ka4ecTBy Lns [OKyMEHTOB

HHC-KO-2000-0160 «KoHTpons npon3seacssol npoaykums, sepeia 10, Jlara ssenenua: 10.03.2021

Cpox POJIHOCTH A0 092023

A. C. Bnacoea
A. H. ®énoposa

. K. Cxopuxk




000 “Hayuno-texHojorudeckas apmanestudeckan pupma “IIOJTACAH”

Pa3pelneHHe Ha pealu3auiro Ne

Haumenosanve

QopmMa BHINYCKa

MHH

PV Ne

HopmaTHBHAA JOKyMEHTaIHA
Homep cepuu

PaiMep cepuu

KonugecTso nocne KOHTpO/A
Ne AHANHTHYECKOI O [IACNOpTa
Fonen no
HpeanpusaTre-NIPOH3IBOANTEND

IIpenpusaTHE-YIAKOBITHK

00000742 or 28.09.2021

IHKJIOPEPOH® TabieTRY, NOKPHIThIE KAIMIETHOPACTBOPHMON
oGosourcii 150 mr Ne 20 Poccuiickas Pegepanus

KOHTYpHas guelikopas ynarosxa 20 x 1 (navuxa KapToHHAR)
MeraioMuRa aRPHIOHANETAT

P N001049/02

P N001049/02-081018 uam.Nel

290921

56 903 ynx

56 874 ynr
759
09 23

000 «HayuHo-TexHoJorndeckas papmauesTuaeckas Gupma
«I[TIOJIHCAH», 192102, Poccuiickas ®epgepaunsn, r. Cankr-IlerepGypr,
ya. Canosa, . 72, k. 2, AT A

000 «Hay4so-Texnojioruveckasn papmManesTHIecKas dupma
«IIOJIACAH», 192102, Poccriickan ®enepanns, r. Canxr-IlerepGypr,
yi. Canopa, 8. 72, K. 2, IMT. A

AH2JH3 NPOM3BOACTBCHHOMN AOKYMEHTALHH

Jocbe Ha CepHIO IPOBEPEHO Oa
Jocee Ha cepHio onobpeno Oa
Kpuruyeckne oTKIOHEHHS OTCYTCTBYIOT Ia

CepHg npou3BejieHa H NPOKOHTPOJIMPOBAA2 B COOTBETCTBAH C JIHNEH3HER HA NPOH3BOACTBO
JIeKapCTBeHHBIX CPEICTB, TPeGOBAHHAMH PErBCTPANAOHHOr J0Che, TPeGoBAHMAMME OPIaHH3ANKH

NPOA3BONCTBA M KONTPO/IN KAYecTBA JeKAPCTBEHNBIX CPecTB (NpaBy
TpeGoBaHAAMY AefCTBYIOMEro 3aK0HOJATeNLCTRA.

IIpoaykuHs pajpelieHa K pealn3ansn

VIE), a TaKKe AHbLIMH

L

Y IoTHOMOYSHHOE JTHLIO
Havanpnuk oTaena Crenanosa M.C.
(RODKHOCTD) (nommHcs) / (pacmudpoBKa NOIHCH)

[onokenne o THIe, OTBETCTRCHHOM 34 BRITYCK cepHyt (YIIONHOMOYCHHOM JIHIE 1O Ka4YC¢CTBY), Tata y18. 11.01.2021



