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WHTennekT Ha sauwure

® NOJINCQOH

OBLUIECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYHHO-TEXHO/NOMMYECKAA ®APMALIEBTUYECKAS ®UPMA «TTOSIMCAH

AnanurnvyecKkni nacnoin‘ Ne 1290

192102, Cankr-flerep6ypr, ya, Canosa, 72, kopn.2, MT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

penapar: IAKJIO®EPOH® rabaerku, NOKPLIThIE KHIIEYHOpacTBOpHMOll 06010uKoit 150 mr

Cepus: 801221 P N001049/02
®opma BHINTyCKa: (xoHTypHas syeiixoBas ymakoska) 20 x 1 (nauka kapToHHas)
Konuuectso: 57059 yn.
Harta usroroenesus: paexabps 2021 r.
Jlannble anan3a
HoxazaTens TpeGosauns HJ P N001049/02-081018, H3m. Ne 1 JanHble ananuia
1 2 3
1. Onucanue Kpyrmsie  nBoskoBmimykikie Tabnerkm k&ntoro  useta, | Kpyrase
TIOKPHITEIE KHILCYHOpacTBOpUMOH obonoukoi. Ha nonepeqrom | ABOSKOBEIMYK/ILIE
paspese sApo KEITOro UBeTa s Tabnerkn wénroro usera,
(BusyansHbiit, '® PD*) fpEpHITHe
KHLIEYHOPACTBOPHMOH
0bonouKoi. Ha
NonepeyHoM paspese s1po
KENTOro UBeTa
2. TloWTHHHOCTS:
- AKPHAOHYKCYCHas KHCIOTA ChexTpsl NOIMOMmEHHS HCMBITYEMOTO PACTBOpa M PACTBOpa CootBeTcTBYIOT
cpasHeHus (b) B obGnactd or 340 mo 450 HM HODKHBI HMETDH
MAKCHMYMbl ¥ MHHMMYMBI [TPH OIHHX H Te€X XK€ UTHHAX BONH
(CriexrpodoTomMeTpHs)
Bpems ynepxHBaHHA OCHOBHOTO MMKA HA XPOMATOrpamMMe CooTBeTCTRYET
HCTIBITYEMOTO pacTsopa, . TIPHTOTORJNEHHOTO s |
KOJIHYECTBEHHOTO ONpENENeHHA, JO/DKHO COOTBETCTBOBATH
BPEMEHH YINEPXHBaHWA OCHOBHOIO NMHKA HA XPOMATOrpamme
pacTBopa cpaBHeHus (b) (BOXX)
- MEDTIOMHH [I1THO  pO3OBATO-OPAaHKEBOr0  UBETA  MELIOMHMHA  Ha Cootsercrayer
(N-MeTHnrmokamuH) XpOMATOTpaMMe MHCIBITYEMOTO pacTBOpa MO NOMOKEHHIO,
OKpacke M BEIMYHHe [ODKHO COOTBETCTBOBATH TATHY
MErMOMHHA Ha XpoMaTorpaMMe pacrsopa cpasHenns (TCX)
3. PactBopenne 1-1 cranus — He Gonee 10 % akprAOHYKCYCHON KHCIOTH 0
3a 60 MuH
2-1 cranus — He menee 70 % (Q) aKpPHAOHYKCYCHON KHCIOTSI 98-100
3a 45 MHH
(I'® P@*, Cnextpogotomerpus B YO u BuAUMOIHN obnacTsx)
4. PoacTBEHHEBIC IPHMECH Envnndnas HenneHTHOHUMPOBAHHAN IPHMECh ~ He Gonee Menee 0,10
0,20 % (BRXX)
Cymma ipumeceii — ve Gonee 0,50 % (BIXKX) Menee 0,10
*
5, muommqecm Kareropus 3A (I'® PO¥) Cogissrermyer
6. OnHOPOXHOCTS KO3HPOBAHHA Homxken cooTBeTCTBOBATH TpeGoBanuaM (I'D PO*) CoorBercteyer
AV=52
7. KongyecTBeHHOE
onpezeneHye:
- AKPHIOHYKCYCHAA KHCIIOTa Ot 142,5 mr 10 157,5 mr Cy1sH; NOs 145,2
(axkpHIOHYKCYCHOH KHCNOTEY) B TabneTke (BIXX)
- MErMIOMHH Or 131,4 Mr no 160,6 mr C7H;7NOs 1514

(N-MeTHArIIOKaMHH)

(Mermomuna) B Tabnerke (THTPHMETPHA)

8. Vnakoska

ITo 10 mnu 20 TabneTok B KOHTYPHYIO AUeHKOBYIO YNaKoBKY M3
TICHKH NONMHBHHMJDJIOPHOHOK M ONbrH anomunuesoit ana
YTIAaKOBKH.

1 xoHTYpHYIO sueiikoBylo ymakosky uo 20 TaGnetok, 1 wim §
KOHTYPHBIX s4eAKoBhIX ynakorok no 10 taBnetox smecrte ¢
HHCTPYKUHEH MO MEIHUMHCKOMY NPUMEHEHHIO NOMEIAT B
nayKy W3 KapToHa.

Aot KOUTPOMA NOPDOrO DEKPLITHA DOKOBBIC KNATIAHBI fiA4YKM
MOTYT ObiTh 3aK/I€EHBl ITHKETKAMH. IIa4KH MOTYT OhiTh
orpynmupoBAB 8 Camucpuis  iepMUYCARUMHUN 118 HKUM,
Tlauky wiv 6aHAepOTH TOMEMIAIOT B IPYNINOBYIO Tapy.

HHC-KO-2000-0160 «ontpoms npoussenenHol npoayxusny, sepens 10. Jlara sseeans: 10.03.2021

Iflo 20 Tabnerox s
KOHTYpHOH  suciikoBoli
YHNAKOBKC H3  TUIEHKRK
MOTHBHHHIXJIOPHAHOH H
domrs amoMuHHCBOIH
LIS YNAKOBKH.

1 koHTypHas sueiixopas
ynaxoBka no 20 tabneTox
BMECTE ¢ HHCTpYKUHEH no
MEIHLIHHCKOMY

HPUMEHEHMIU HHOMELLEHY B
nayKy U3 KapToHa.
TpeGopanus HJ
cobmoaellLL
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9. MuapxupoBkd

1) TlepBuuHAs YHAKOBKA

Ha  kontypHolf  sueiikOBOM  VYNakOBKE  YKa3blBAIOT:
HaHMEHOBaHHe NMPOM3BOJMTEINS, €r0 TOBAPHBIH 3HAK, TOPTroBOE
HAMMEHOBAHHE npenapata ¢ npeaynpeauTensHOH
MapKHpOBKOH®, nekapcTeeHHyI0 (opMy, HO3HPOBKY, HOMeEp
CEepHH, CPOK NOJHOCTH.

2) BropuuHas ynakoska

Ha nauke yka3nlBalOT: HAaHMEHOBaHHE NPOW3BOJMTENH, €ro
TOBapHBIH 3HAaK, azpec, Ten./(akc, TOpProsoe HauMEHOBaHHE
npenapata ¢  OpelynpedHTensHoH — Mapkuposkoli  ®,
TPYNINHPOBOYHOS HaHMEHOBaHWE Mpenapara, JeKapCTBEHHYIO
¢opMy, IO3HPOBKY, COCTAB Ha OAHY TalneTKy ¢ yKasaHHeM
HANMEHOBAHMA M KONMJECTBAa JeHCTBYIOIEro BElIecTRa,
nepedeHb BCTIOMOTATENbHLIX BEUIECTB, KONHIECTBO TabneToK B
yHakoBke, «XpaHHTb B HENOCTYIIHOM /Ul feTel mecTe», «Jlns
B3pOCHBIX W jerell ¢ 4 1€T», YCIOBHA XpaHEHHMA, HOMEp
PErHCTPallHOHHOTO  YHOCTOBEDEHHA, HOMED CEpHH, CPOK
FOIHOCTH, YCJIOBHS OTHYCKA, COCO0 NpUMeHeHHs, ITPHXOBOH
ko1 EAN-13, nononuurensusie Haamucx: «J1S B3POCJIBIX U
HIETEH 4+», IEYEHUE U MTPO®HUIIAKTHKA I'PUIITIA M
OPBMy, dhapmakoa (pharmacode).

Ha mauke, coepxameii 1 KOHTYpHYIO A4€HKOBYIO YNIAKOBKY IO
20 TabneTtox MAM 5 KOHTYPHBIX A4EKOBBIX yrnaxkoBok mo 10
TabNeToK, NOTNONHHTENLHO HaHeceHa rpadudeckas cxema
«[TPUEM ITPEITAPATA [TPH JIEYUEHHUH I'PHUITIIA/OPBH».
JomyckaeTcs HaHECEHHE CPECTB HASHTHOHKAIMH [UIA CHCTEMBI
MOHHTOPHHIA JBHXEHHA JI€KaPCTBEHHBIX TIPENapaToB.

1) Mepoirman ynakosxa

Ha  xoutypwoi  suelixosok
YTAKoBKE YKa3aHhl;
RaHMEHOBAHME MPOMIBOAHTENA,
€r0 TOBAapHEIH 3IHAaK, TOProBoe
RAaHMEHOBAHME  NpEmapaTa ¢
npeaynpeasTens ol
MapxHpoBko# ®, nexkapcTeeHHas
opma, 203MPOBKA, HOMED CEPHM,
CPOK FOIHOCTH.

2) Bropiinas ynakosxa

Ha nauke YKA3aHH:
HAHMEHOBAHHWE  DPOHIBOIHMTENA,
€0 TOBapHm#  3Hax, aapec,
Ten./daxe, TOpronoe
¢

NpeayTpeAHTENnLROH
MAPKHPOBKOH ®,
TPYNTHPOBOYHOE DBAHHE
npenapara, JICKapCTBCHHAA
dopMa, NOIMPOBKA, COCTAB Ha
onHy Ttalnerky ¢ yxazaHHenm
HAMMEHOBAHMA M KONMYECTBa
AeHCTBYOILEro BEILIECTRA,
nepeyeHs BCTIOMOTATENBHBIX
BEILECTS, KOMHIeCTBO TabneTox B
YNIAKOBKE, «XpaHHTE B
HENOCTYNHOM AN JeTeil MecTes,
«Jlnx n3pocnwix u nereit ¢ 4 ners,
YCNOBMA ~ XPARHCHHS,  HOMep
PETHCTPALIHOHHOID

YAOCTOBCPEHHA, HOMED CepHH,
CPOK FOAHOCTH, YCNOBHS OTITYCKA,
cnocof NpHMEHEHNAA, WITPHXOBOK
ko EAN-13, nonmommsurensHue
wagmacH: «JIJI8 BIPOCIIBIX H
HOETER 4+», «IEYEHHE M

TMPODWIAKTHKA I'PHITTIA H
OPBH», dapmaxon
(pharmacode).

Ha  nauxe ACNOHATENLHO
HaHeceHa rpaduuecxkas Cxema
«[TPUEM IIPEMAPATA ITPH
JIEYEHHH I'PHIINA/OPBH».

Hanecennt cpencTea
HACHTHAKAIIMH 1IN CACTEMB
MOHHTOPHHTA JNBHECHHA
NEKaPCTBEHHBIX MPENapaTos.

10. YecnoBus XpaHeHHs M Mepsl

NPeNoCTOPOXKHOCTH

B 3amuIngHHOM OT CBETa MECTe TIPH TeMTIepaType He BhIle
25703

B 3amumi&HHOM OT CBETa
MECTE TIPH TEMIIEPATYpe
He Beime 25 °C

11. Cpok rogHocTH

2 roga

2 rona

* - nefcTBytomee w3naHue IocynaperseHnoi ®apMakonen Poccuiickoi Menepauny
3akmodeHue: cooteercTayeT TpeboBanuam HJT P N001049/02-081018, Ham. Ne 1

Jara peimauu nacnopra: 23.12.2021

3apenyromuii KAnJl

Hauansuux OKK
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HHC-KO0-2000-0160 «Kontpons npousseneHHol npoxykipamn», sepeua 10. Jara seenenna: 10.03.2021

Cpoxk rogrocTH no: 12 2023

A. C. Binacosa
A. H. ®énoposa

C. M. Ckopux




000 “Hayuno-TexHoj0rayeckas papManesTayeckas dpupma “INOJTUCAH”
Pa3spenienne na peanusanuio Ne 00001133 o1 28.12.2021

Haumenopanye HUKTOPEPOH® TaGnerk, NOKPHIThIC KHIIEYHOPACTBOPAMO#H
obonoukoii 150 mr Ne 20 Poccniickas ®egepanus

(opma BEmyCKa KONTYpHas avelikoBas ynakoBka 20 x 1 (za4ka kapTonnas)

MHH MeraoMHuRa aKPHACHALETAT

PY Ne P N001049/02

HopmarnBHras noxymeHTanus P N001049/02-081018 nam.Nel

Homep cepum 801221

PasmMep cepun 57 059 ynk

KonugecTBo nocie KOHTpons 57 030 ynx

Ne AHaNHTHYECKOTO TACHOpTa 1290

I'onen mo 1223

TpeanpusTie-NpoH3IBOIHTED 000 «Hayynro-rexnoornueckas GapManesruieckas pupma

«[IOJTHCAH», 192102, Poccuiickas ®enepanus, r. Cankr-Ilerepbypr,
ya. CanoBa, a. 72, k. 2, 16T, A

HpeanpusTre-ynakoBmuK 000 «Hayuno-Texnonornaeckas papmanesTnaccikan Gpupma

«I1OJIHCAH», 192102, Poccriickan Denepanns, r. Canxr-TlerepOypr,
yia. Canosa, 1. 72, K. 2, auT. A

AHAIA3 NPOA3BOACTBEHHON JOKYMEHTALHH

Jlocbe Ha ceprio upoBepeno Ia
Hocke na cepnio ozoGpeno da
KpuTudeckne oTRN0OHEHHS OTCYTCTBYIOT Ha

Cepas HpoHIBeleHa H IPOKOHTPOJIHPOBAHA B COOTBETCTBHH C JIHIEH3Hel Ha NPOH3BOACTRO
JEKAPCTBEHHBIX CPEACTB, TPeGoBaHHAMH PETHCTPANHOHHOrO A0Che, TPeGOBANMAMH OPraHH3aMHH
[IPOH3BONICTBA H KOHTPOJIS KATECTBa JeKaDCTBEHARIX cpeAcTs (npasui GMP), a Takke HHBIMA
TpeGoBaHRAMH XeHCTBYHIErO 3aKOHOJATEbCTRA.

IponyKuas paspeliieHA K peaiH3Ianun /\} Oa d
%

/
YNoIHOMOYEHHOE THLO
Havamenux oraena /@ Crenanosa M.C.
(ROMKHOCTE) (noamice) / (pacumdpoBKa NOANHCH)
/

IMonoxkeHHne o iHNE, OTRETCTBEHHOM 3a BEITYCK CEPHH (YNIOTHOMOUEHHOM JIHIIE 1O KayecTBy), nata y1s. 11.01.2021







