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OBLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOMMYECKASA OAPMALEEBTUYECKAS GUPMA «TTIONUCAH»
192102, Caukr-Nletep6ypr, ya. Canoea, 72, kopn.2, aut.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

[Tpenapar: MUKJIO®EPOH® rabaerku, HOKPbITbIE KHIIEYHOPACTBOPHMOH 060s104K0# 150 Mr

Cepus: 50121 P N001049/02
Dopma BeITyCKa: (koHTYpHas a4eifikopas ynakoeka) 10 x 5 (nauka kapronnas)
Kosnuectso: 22869 yn.

Mata usrotornenns: ausaps 2021 r.

Jannbie anaanza

ITokazaTens TpeGosanua HII P N001049/02-081018, M3m. Ne 1 Jannsie anannza
1. Onucanue Kpyrasie aposxoBbimyKILEe TabeTkH ®EnTOr0 1BETA, NOKPHITHIC Kpyriue nsosxosunyime
KHlueuHopacTeopumoli ofonouxoit. Ha nonepeunom paspese ALPO KENTOTO TabacTxn xéaToro uscra,
1meTa NOKPLITHE "
KHIIEIHOPACTBOPHMO]
(Busyansheit, 'd PO*) obonoukok, Ha nonepeusom
paspese s/1po kEaTore usera
2. MopnuuHOCTS:
” CrexTpr norowenns HenbTyeMoro PacTBOpa M pacTeopa cpaenenns (b) B C
OHYKCYCHasi KHCJIOTa OOTBETCTRYIOT
aKpHIOHYKCY 06nacty o1 340 10 450 HM JO/mKHB MMETS MAaKCHMY MBI H MHHUMYMB! 1IpH o
OAHHX K TEX e Anuuax soni (Cnextpodoromerpus)
Bpema ynepxupanus ocHoBHOro nuka na XPOMATOrpaMMe HCTTHITYEMOrD
pacTeOpa, NPHIOTORNCHHOTO U1 KONHYCCTECHHOIO OLPENCNEHHA, J0DKHO C()DTBCTC‘I’B}’B’T
CODTBETCTBOBATH BPEMEHM YIIePKHBAHHA OCHOBHOTO MHKA Ha XpOMaTorpamme
pacTeopa cpastenua (b) (BOXX)
- METIIIOMHH Isrso posoBato-oparskesoro useTa Mermomuna na XpOMATOrpaMme
(N-MeTHArTIoKaMHH) HCIBITYEMOTO PACTEOPA O NIONOKEHHIO, OKPACKE H BETHUHHE NI0/BKHO Cootsercrayer
COOTRETCTRORATE MATHY METILIOMMHA Ha XPOMATOrPaMME pacTBopa CPaBHCHHA
(TCX)
3. Pacteopenue 1-4 cTamms — ne Goaee 10 % AKPHIOHYKCYCHOH KHCIOTHR! 3a 60 MuH 0
2- cranua — He menee 70 % (Q) AKPHAOHYKCYCHON KHCTIOTEI 38 45 MMH 99-100
(I'® PO*, Cnexrpodotomerpus B VO 1 BHANMOH o6nacTax)
4. PonicTReHHbIe IpUMECH Enunnunan sennentudunnposannas npumeck — He Gonee 0,20 % 0,03
(BOXX)
CymMMa npumeceit — ne Gonee 0,50 % (BIXKX) 0,06
5. Mukpo6uonoruieckas Karerophs 3A
AL S (T'd Po*) CootsercTayer
6. OnHoponHoCcT O3HPOBAH U Homken cooTBeTcTBORATS TpeGOBANMAM (T'd po*) CooTsercTayer
AV=33
7. KonuuectsenHoe
OonpeneneHue:;
- dKPHIOHYKCYCHaA KHCIOTA Ot 142,5 mr 10 157,5 mr CisH; iNO; (axpuronykcycHol KHCNOTE) B 145,5
Tabnerke (B3XKX)
- METJIOMHH Ot 131,4 mr 10 160,6 mr C?HiNOs (Mermomana) B Tabrerke 1479
(N-MeTHIrmOKaMuH) {TuTpumeTpus)
8. Ynakoexka Io 10 uam 20 Tabnerox B KOHTYPHYIO A4 AKOBYIO YNAKOBKY M3 NIIEHKH To 10 Tabnetox » KouTypHOit
NOJTMBMHHIIXTOPHIHOH K HOMBIH ATOMHIHEBOH 118 YTIAKOBKH, A4CHKOBOH YNIAKOBKE M3 NIBHKH
1 xoxTYpHYIO A4YCHKOBYIO YNIakoBky no 20 Tabnerok, | wm 5 KOHTYPHBIX TIOAUBHHAIXAOPHAHOH 1 onLry
AYCAKOBBLIX ymakosok no 10 TabiieTok BMecTe ¢ HHCTpYKIHEH no AMOMHHEHEBOH [N YNAKOBKH,
MEJHIHHCKOMY NPHMEHEHUIO IOMEIIAIOT B NAYKY H3 KAPTOHA. 5 KOHTYPHbIX A4EHKOBNX
[ns KOHTPONA NEPBOTO BCKPHLITHA GOKOBHIE KIIANAHM 11AUKH MOTYT 6bITH Ynakosok o 10 ratietox smecte
3AKICCHE ITHKETRaMH. TTaukH MoryT GHITs Crpynmuposansi B Ganieponu Mwﬂiﬂ':;‘ggymeﬁ n:g i
TepMOycanoyHol nnénkof. [laukn unk Ganneponu nomemaior n IPYNNOBYIO i e na_{xy’m':; ':ﬁpmm_
oy TpeGobanns HJI coSmonerel.
9. MapkupoBska 1) INepBrunas ynakoska 1) Tiepewanas ynaxossa

Ha xoHTypHOH suelixoBoi YNAKOBKE YKa3bBAIOT: HAMMEHOBaHHE
TIPOH3IBOAMTENA, €T0 TOBAPHBIH 3HAK, TOProBOE HAMMEHOBAHME
Tpenaparta ¢ NpeaynpeaMTeibHOR MapKHpoBKoH ®, JIEKAPCTBEHHYH)
topmy, nosuposky, Homep CCPHH, CPOK MOJHOCTH.

2) Bropuunas ynakoska

Ha nauke yxaswizaor: nanMenopaupe NPOH3BOAUTENSA, ero TOBapHEIH
3HaK, anpec, Tea/akc, TOProBOE HAMMEHOBAHHE npenapara ¢
NPERYNPEAHTENbHOM MapKHpUBKOH ®, IpYNIHPOBOHHOE
HaHMEHOBAlIHE NIpenapaTa, ICKapCTBCHHYIO dopmy, 103upoBKy, cocTas
HA OOHY Taﬁne’rxy C YKazanueM HauMCEHOBAHHA H KONMHYCCTBA
ACHCTBYIOLIETO BEIICCTRA, NEPEYEHh BCHIOMOIATEILHBIX BELIECTB,
KOMH4eCTBO TalleToK B ynakoske, «XpaHHTb B HENOCTYTHOM L8 neTel
MecTen,

Ha xowrypiioft sueiixonoit ynasoske
YRa3AHBL HANMEHOBAHHE
TIPOMIBOAMTENS, €10 TOBADHLIE IHAK
TUPrOBOE HAWMEHOBAHME NpEenapara C
NPeIYNpenHTenstoil Mapxuposkoi ®
AeKApCTRCHHAN  OPMA,  ACGHPOBKE,
HOMED CEpPHH, CPOX TONHOCTH,

2) Bropuunas ynaxoska

Ha nauxe ykasamw: HaHmeHomamse
P €S, €ro TOBAPHLIA 3MaK,
aapec, Ten /paxc, TOprosoe
HAHMEHOBAHHE npenapara c
npenynpeantensroli mMapkuposxoi ®,
py P e

npenapaya, jexapcTeeHHas  Hopma,
AO3HPOBKA, cocTaB Ha onwy TabaeTxy ¢
¥ H
KOMHYECTBA NEACTBYIOMETO BEHIECTRA,
NEPEueHb BCNOMOTATEIbKEIX BEUIECTS,
KOMW4ECTBO TabneTox B ynaxoswe,
«XpaHuTs B HEAOCTYNHOM mas aered

HHC-KO0-2000-0160 «Konrpons NpousBeAeHHOH NPOAYKUMH», Bepena 9. [lata peeachua: 05.11.2018




«Jlns B3pOCsBIX ¥ fereii | C 4 JeT», YCIOBMA XPAHEHHA, HOMED «Jlna B3pocbix W AETER ¢ 4 neTh,
YCNOBHA XPAHEHHA, HOMED

PETHCTPALHOHHOTO  YJAOCTOBEPEHHS, HOMED CEPHH, CPOK | perncrpmmmonsoro
TOZHOCTH, YC/IOBHS OTOYCKA, CMIOCOG MPHMEHEHHA, LUTPUXOBOH | YAOCTOBCpenia, HOMEp CephH,
xo1 EAN-13, fononanTessHbIe Hammach: « L B3POCIIBIX A | oot o rores

b N oTnycka, enoco§ npHMEHeHNA,
TIETEH 4+», «JIEYEHHE U [TPOPUTIAKTUKA I'PUIIIA M | urpuxosod xon EAN-13,
JAONONHATE/IBHEE HAMTHCH.

OPBH», papmakon (pharmacode). A UTA BIPOCIBIX # IETEH

Ha nauke, conepxaiieii 1 KOHTYPHY1O AUeHKOBYHO YIAKOBKY IO | 4+», JIEYEHUEH

20 TaGneTOK MNHM 5 KOHTYDHBIX SuelKOBBIX YNakoBox mo 10 gﬁgﬁ}‘{;ﬁ ﬁ: TPHINAH
¥y

TaliNeToK, HOTONHMTENEHO HaHeceHa rpadHueckas CXeMa | (pharmacode)

«[TPUEM IPEITAPATA |[[TPY JIEYEHWU I'PUIITTIA/OPBWy. | Ha  naike  2ONOIHATERSHO
JlonycKaeTes HaHeCeHue cPeCTB WISHTHHUKALIM IS CHCTEMBI | Lipyrng e T

MOHHTOPHMHIA NBHXXEHHA MeKapCTBEHHLIX NPENapaToB. JIEYEHWH TPUHTITIA/OPBH».
Hanecens cpencrsa
HACHTHOHKAIMH A0S CHCTEMH
MOHHTOPHHT? JABHKEHHA
neKape X MpenapaTos.

10. YcnoBHa XpaHeHMA M Mepbl | B 3aiIMIEHHOM OT CBETA MECTE NP TEMIIEPaType HE soiure 25 °C B sauimu@nos OT CBETa MecTe
NpH TeMMepaType He Bume 25 °C
NPEAOCTOPOIKHOCTH
* - neficTeylomee uinanve TocynapeTrenHoil @apmakoney Poccnickoll Penepannt
3aKimoYeHHe: coorreTcTRyeT Tpebosaunsm HII P N001049/02-081018, Mam. Ne 1
Jlata sbigaum nacnopra: 26.01.2021 Cpox roanocty no: 01 2023

3aseyroumii KAnJ1 Cankr-Ne epbypt Cﬁ/ A. B. Ckok
Hay“Ho-TexH ;mng@uwa o
epTHMEC KA e
Hayaneunk OKK d)a{f?-?lg% WCA H» % : A. U. ®énopora

[lns QOKYyMEHTOB

JIUpexTop Mo KayecTBy C. H. Cxopuk




00O “Hay4no-TexHoni0rHueckas GpapManeBTHYECKAS $upma “INIOJIMCAH”

Paspeinenne na peamsanmo Ne

Haumenoranue

Mopwma Bryeka

MHH

PY Ne

HopmaTtushas noxymeurauns
Homep ceprn

Pasmep cepun

Konuvuectso nocne kontpons
Ne Ananurmseckoro nacnopra
Tonen no

Tpeanpustue-nponsrogurens

TlpeanpusTre-ynakoBimx

00000125 or 19.02.2021

IHKJIODPEPOH® TabaeTky, HOKPBITbIE KHIMEYHOPACTBOPAMOH
obostouroif 150 mr Ne 50 Poccuiickan Dencpanus

KOHTYDHast A4eHKOBan ynakoBka 10 x § (mauka KapTonHag)
Mermomuna akpazonanerar

P N001049/02

P N001049/02-081018 m3m.Nel

50121

22 869 ynk

22 856 ynkr
43
0123

000 «Hayuyno-Texnolorudeckas dapmanesTHaeckas Gupma
«[1OJIMCAH», 192102, PoccHiickas Degepanns, r. Canxr-Ierepsypr,
¥y Canosa, 1. 72, k. 2, A6T. A

000 «Hayuno-TexHoloOrHgIecKas dapmanesTuueckan pupma
«J10JHNCAHD», 192102, Poccriickas Pejepauns, r. Canxr-IlevepGypr,
¥a. Canosa, 1. 72, K. 2, AuT. A

ANanu3 NPOM3BOICTBEHNON JOKYMEHT AN

Hocbe Ha cepuio npoBepeno Jda
Hocbe Ba ceprio on06peno da
KpurHueckse oTRIOHeHHN OTCYTCTBYOT da

Cepns npousBeaena H NPOKOHTPONHPOBANA B COOTRETCTBHH ¢ JulleHsHeli HA NPOU3RONCTBO
JIEKADCTBEHHBIX CPEACTB, TPEGOBAHAAMH PErHCTPANIMOHHOTO JOChe, TPeGOBARMIME OpraRu3aMu

UPOHIBOICTEA H KONTPOJIA KAYECTBA JIEKAPCTBEHABIX CPEICTB (IPaBK.I GMP), a Takke BHBIMH
TpeGoBaHAAME AeHCTBYIONIEro 3aK0HOAATENbCTBA,

Hpoxyxuns paspemena k peanusanumu P s /Iﬁ_"
3 } A
/ ' /
YnoauomoueHHOe THLO (,//} //
Havanpnuk oraena t\ (« 4 Crenanosa M.C.

(IomKHOCTR)

Tonoxenne o nuue, OTRETCTREHHOM 22 BEITYCK CepHH (Y IONTHOMOEHHOM JIHLE TIO KaYecTBy), qaTa yre. 11.01.2021

(noamice) (pacnmpoBka nomHcH)







