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MHTennekT Ha sawure

® NOJIMCOH

OBLUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHOJIOTMYECKAS ®APMALIEBTUYECKAA OUPMA «MTOJIMCAH»

AHanuTHYeckHii macnopt Ne 887

192102, Cankr-NeTep6ypr, yn. Canoea, 72, kopn.2, nuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

Ipenapar: IUKJIO®EPOH® Ta6aerku, TMOKPLITEIE KHIIEYHOPACTBOPUMO#i 060J1049K0ii 150 Mr

Cepusi: 470822
®dopMa BblIycKa: (koHTypHas suelikoBas ynakoska) 10 x 5 (nauxa KapTOHHas)
Konuuectso: 23363 ym.

Hara u3rorosnenns: 09.08.2022

JanHble aHam3a

P N001049/02

Iloka3zaTenn TpeGosanust HJI P N001049/02-081018, U3m. Ne 1 JlaHHbIe anaM3a
1 2 3
1. Onucanue Kpyrinbie nBOSKOBBIITyKIIble TabIeTKH KEATOTO LIBETA, Kpyrasie

TIOKPBITbIE KHIIEYHOPaCTBOPUMO# 0601104uK0ii. Ha nonepeurom
paspese SApo KEITOro LBeTa
(BusyanbHerit, [® PD¥)

JIBOSIKOBBIITYKJIBIC
TabJIETKM KENTOrO LBETA,
MOKPBITHIE
KHUIIEYHOPACTBOPUMO#
ob6osoukoi. Ha
TIOTIEPEYHOM pa3pese
SLIPO KEITOrO 1BETA

2. ITomIMHHOCTD:
- aKpHJOHYKCYCHAs KUCJIOTa

- MEMIIOMHH
(N-meTunrirokaMun)

CneKTpbl NOrNONIEHHs HCTIBITYEMOTO PacTBOPa U pacTBopa
cpastenus (b) B o6nactu ot 340 10 450 HM OKHBI UMETH
MaKCHMyMbl U MUHUMYMBI TIPH OHHUX M T€X )K€ AJTHHAX BOJH
(Cnextpodoromerpust)

Bpems ynepkuBaHus 0OCHOBHOTO NHKa Ha XpoMarorpamMme
HCTIBITYEMOT0 PacTBOPa, MPUTOTOBJICHHOTO IS
KOJIMYECTBEHHOTO OMpPENENICHUs, JOJKHO COOTBETCTBOBATH
BPEMCHH yI€P)KMBaHHs OCHOBHOTO MHKa HAa XpOMaTorpaMmme
pacTBopa cpasHeHus (b) (BDXX)

[IsTHO PO30BaTO-OpaHXEBOrO 1IBETA MEMIFOMHMHA Ha
XpOMaTOrpaMMe HCIIbITYEMOr0 PacTBOPa MO MOJ0XKEHHIO,
OKpacKe ¥ BETMYMHE JOJDKHO COOTBETCTBOBATH MATHY
METIIOMHHA Ha XpOMaTorpaMMe pacTBopa cpasHeHus (TCX)

CooTBETCTBYIOT

CoorBetcTBYyET

CootBercTBYyeT

3. PacTBOpenue

1-5 cranus — e Gonee 10 % akpUAOHYKCYCHOM KHCIOTBI

3a 60 MUH

2-1 crapus — He Meree 70 % (Q) AKPUIOHYKCYCHOM KHCJIOTBI
3a 45 MuH

(C'® PO*, CnekrpodoTometpus B YO U BUIHMOIH obsactsx)

0

98-99

4. PoncTBeHHbIE pUMeCH

Ennnnynas nenneHTHOUIMPOBaHHAs NPHMech — He Golee
0,20 % (BOXX)
Cymma nipumeceii — me 6omee 0,50 % (BOXX)

He penoptupyercs

He penoptupyercs

5. MukpoGHosoruyeckas

Kareropus 3A (T'® PO*)

CoorBetcTBYyET

YHCTOTA

6. OmHOPOHOCTE HO3UPOBAHHUS HlomkeH cooTBeTcTBOBATH TpeGoBanusm (I'D PO¥*) CoortBetcTBYET

AV=26

7. KonaecteeHHOE

OIpeIeNIeHHE:

- aKpUIOHYKCYCHas KUCJIOTa Or 142,5 mr n0 157,5 mr CysH;1NOs 1494
(axpuIOHYKCYCHOM KHCIIOTBI) B TablieTke (BOXKX)

- MEMIIOMHH 148,8

(N-MeTHNrIOKaMuH)

8. YnakoBka

Or 131,4 Mr 10 160,6 mr C7H7NOs
(METITIOMHWHA) R TAATETKe (Tu’r‘pmnm‘puq)

o 10 wnwm 20 TafneToK B KORTYpHYIO TeIIKODYI0 YIAKOBKY K3
TUIEHKH MOJMBHHUIXJIOPHIHOM U (OJIbrH aIIOMHHUEBOM ISt
YNaKOBKH.

1 KOHTYpHYIO sTUeiikoByIO ynakoBKy mo 20 Tabnerok, 1 umm 5
KOHTYPHBIX SY€HKOBBIX YNIakOBOK 1o 10 TabieTok BMecTe ¢
UHCTPYKIHEH M0 MEAULIMHCKOMY IIPUMEHEHHIO TIOMEMIAIOT B
MayKy U3 KapToHa.

JU1s1 KOHTPOIS EPBOTO BCKPBITHA GOKOBBIE KJIANaHbl MAYKH
MOTYT OBITh 3aKJI€EHbI STHKETKaMHU. [Tauku MOTyT GBITH

. e v (OMCIIC Navyk; %0
CTPYNITHPOBaHbI B GaHAEPOIIH TEPMOYCaTOYHOM ILIEHKOM, :api“:a"“ TRy
[a4xy unu GaHaEpOIM NOMELIAIOT B TPYIINOBYIO Tapy. Tpe6oranns HII cobmonenn.

ITo 10 TabneTox B KOM1y pruUN

SYEHKOBOM  ymakoBke u3
TUIEHKH
TOJTMBHHUIIXJIOPHAHOM H
Gbonbru  amoMuHMeBON A
YNaKOBKH.

5 KOHTYPHBIX SYEHKOBBIX
ynakoBok mo 10 Ttabnerok
BMECTE C HHCTPYKUMEH IO
MEIHLHMHCKOMY NPUMEHEHHIO

HMHC-KO-2000-0160 «KOHTpob NpoM3BeaeHHOM NpoAyKuun», Bepcus 10. Jlata sBenenus: 10.03.2021
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9. MapkupoBKa 1) IlepBuuHas ynakoBka 1) MepeitHas ynaxoska
Ha  KOHTYpHOH  SEHKOBOH  YNAaKOBKe  yKa3biBaloT: | 112 KOWTYPHOH suciikoBoil
M yIaKoBKe YKa3aHsl:
HaHMEHOBAHHE TIPOM3BOMTENS, €r0 TOBAPHBIN 3HAK, TOPTOBOE | yaumenopanme
HaMMEHOBaHHUE TMperapara ¢ NpeaynpeauTeIbHOR MapKUPOBKOM | nponssoamTens, ero

®, nexapcTBEHHYI (opMy, HO3UPOBKY, HOMED CEpPHMH, CPOK
TOJJHOCTH.

2) BropuyHas ynakoBka

Ha nauke yka3biBalOT: HaWMEHOBaHME TPOU3BOJMUTENSA, €ro
TOBapHbI 3HaK, ajapec, Tei./(akc, TOProBoe HaMMEHOBaHHE
mpenapara ¢  TpeAyNpeAUTeNIbHOW  MapkupoBkod — ®,
IPYNNHUPOBOYHOE HAaUMEHOBAaHME IIpenapaTa, JIEKApCTBEHHYIO
¢dopMy, IO3MPOBKY, COCTAaB Ha OAHY TabJETKy C yKa3aHHEM
HaUMEHOBaHMS M KOJNMYECTBa MIEHCTBYIOINETO BELIECTBA,
nepeyeHb BCIIOMOTaTENbHBIX BELIECTB, KOJMUECTBO TabJIETOK B
yNaKoBKe, «XpaHUTh B HEJOCTYITHOM JUIS J€TEH MECTED,

«JIns B3pOCHBIX U JeTeii ¢ 4 neT», yCIOBHA XpaHEHUs, HOMED
PETUCTPAaLlMOHHOTO ~ YIOCTOBEPEHUS, HOMEpP CEPHH, CPOK
TOHOCTH, YCJIOBHUS OTIIYCKa, CIIOCO0 NMPHMEHEHHs, INTPHXOBOM
kox EAN-13, nononaurensheie HaamacH: «JJ151 B3POCJIbIX U
JIETEU 4+», «JIJEUEHUE U TTPO®PUJIAKTUKA T'PUIIIIA U
OPBMW», papmakon (pharmacode).

Ha nauke, conepxxamei 1 KOHTYpHYIO SYEHKOBYIO YNIAKOBKY IO
20 TabneTok WM 5 KOHTYPHBIX SYEHKOBBIX YNakoBok no 10
TabJIeTOK, MOMOJHUTENbHO HaHeceHa rIpaguyeckas cxema
«[TPMEM TIPETIAPATA TTPY JIEYEHUU ['PUIIIIA/OPBH».
JomyckaeTcss HaHeCEHHWE CpEACTB HAEHTHDUKAUMK [
CHCTEMBI MOHUTOPHHTA JBIXEHUS JIEKapCTBEHHBIX NIPENapaToB.

TOBapHbli 3HaK, TOProBoe
HaMMEHOBAHHWE [penapara ¢

NpeaynpeaUTENbHOM
MAaPKUPORKOH ®,
JIeKapCTBEHHast ¢dopma,

JI03MPOBKa, HOMEp CepHH,
CPOK FOJJHOCTH.
2) BropuuHas ynakoBka

Ha nauke YKa3aHbl:
HaUMEHOBaHHE
MpPOU3BOIUTENS, €ro

TOBapHBI  3HAaK,  ajpec,
Ten./daxc, TOProBoe
HalMEHOBaHHME TNpenapara ¢
MpeAyNnpeauTENbHOM
MapKHPOBKO# ®,
rpyNIUpOBOYHOE
HaWMEHOBAaHWE  Ipenapara,
JIeKapCTBEHHAs tdopma,
JI03UPOBKA, COCTaB Ha OJHY
Tabnerky € yKa3aHHeM
HaNMEHOBaHHs Y KOIMYECTBA
JEHCTBYIOIIErO  BEILECTBA,
nepeyeHb BCIIOMOTaTeIbHBIX
BEIIECTB, KOJINYECTBO
TabneTok B YMaKOBKE,
«XpaHUTh B HEINOCTYMHOM
JUIS IETCH MECTE»,

«J171s1 B3pOCIBIX M JIETeH ¢ 4
JIET», YCIIOBUS XPaHEHHH,
HOMEp PErHCTPALMOHHOTO
YIOCTOBEPEHHS, HOMEP
CEpUH, CPOK I'OJTHOCTH,
YCIIOBHS OTITyCKa, Crocob
TPUMEHEHHS, IITPUXOBOH
kox EAN-13,
JIOTIONIHUTENbHbBIE HAIMHMCH:
«J1151 B3POCJIBIX U
JIETE! 4+», «JIEYEHHME U
IMPOOHUITAKTHKA
'PUIIIIA U OPBH»,
(apmakox (pharmacode).

Ha nadke [OOMOIHUTEIBHO

HaHeceHa rpaduyeckas
cxema (TPYEM
IIPEITAPATA I1PHU
JIEYEHHUH
'PUIITIA/OPBW».
Hanecens! cpeacTsa
UICHTH(HKALMY 1

CHCTEMBl MOHUTOPHHTa
JIBIXKEHHS JIEKAPCTBEHHBIX
NpenaparoB.

10. YcnoBus XpaHeHUS U MeEpbI
NPeIOCTOPONKHOCTH

B 3amMIméHHOM OT CBETa MeCTe IIPH TEMIIEpaType He BbIILE
25°C

B 3anuiméHHOM OT CBETa
MECTE IpH TEMIIEpaType
He BoIe 25 °C

11. Cpok rogHOCTH

2 roga

2 roma

* - nelicTBytoiee u3nanue 'ocynapcreeHnoit @apmakonen Poccuiickoi Penepanun
3axmoueHue: coorserctByet Tpebosanusm HJI P N001049/02-081018, M3m. Ne 1

Jata Beijaun nacnopra: 31.08.2022

Sasepyrowmi KAnJI
HauvansHuk OKK

JupekTop no kauecTBy

1A

Cpok rogHocty jo: 08 2024

A. C. Buacusa

A. U. ®énoposa

C. U. Cxopuk




