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UHTennexkT Ha 3awmTe

3A0poBbA

® NOJINCQH

OBLUECTBO C OrPAHMYEHHOM OTBETCTBEHHOCTbBIO

«HAYYHO-TEXHO/IOTUYECKAA ®APMALEBTUYECKAA DHUPMA «NONHCAH»

AnanaTHYeckHii macnopt Ne 766

192102, Canxr-Netep6ypr, ya. Canosa, 72, kopn.2, aut.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®polysan.ru

Ipenapar: MUKJIODPEPOH® tabaeTkn, nokpeiToie KHIIeYHOPACTBOPHMO# 000s10uKko# 150 Mr

Cepus: 310921 P N001049/02
®opma BbilycKa: (xoHTYpHas sueiikoBas ynakoeka) 20 x 1 (nauka KapToHHas)
Kommectro: 56614 yn. '
Jara usrotoenenusa: ceHtsops 2021 r.
JlanHble anAIHIA
IlokazaTenn TpeGosawus HII P N001049/02-081018, M3m. Ne 1 Jaunasie ananuza
1 2 3
1. Omucanue Kpyriete  mposikosmimykieie  TaGneTkH  k&maToro  mpera, | Kpyrsie
MOKPEITEIE KHIETHOPacTBOpHMO# obonodkoii. Ha nonepeunom | ABOAKOBHIIYKIbie
paspese AApO KENTOro uBeTa :‘[‘:’ﬁx’;ﬂe’“e’m’m LBeTS,
(Brsyamnat, FO Do) KHIIEYHOPACTBOPHMOH
000n0uKoH. Ha
TIOTIEPEYHOM pa3pese Apo
#&ITOro 1BETA
2. IMopnHHHOCTR:
- aKpHIOHYKCYCHAS KHCIIOTA ChexTphi MOITIOMIEHHA HCMBITYEMOTO PacTBOpa H pacTBOpa CooreercTByIOT
cpaBHeHEA (b) B oGnactu ot 340 o 450 HM JNOMKHBI HMETH
MaKCHMYMbl B MHHHMYMBI ITPH OIHHX H T€X € JJIHHAX BOJIH
(CnextpodoromMeTpas)
BpeMs ynepHBaHMA OCHOBHOrO MHKAa Ha XPOMATOrpamMe CooTtBeTCTBYET
HCIBITYEMOTO pacTsopa, NPHTOTOBJICHHOIO s
KOJIHYECTBEHHOTO OMNpejesieHHA, MAOJDKHO COOTBETCTBOBAaTh
BPEMCHH yIEPKHBaHWA OCHOBHOTO NHKA HA XPOMATOrpaMMe
pacTeopa cpasHeHHA (b) (BAXKX)
- METJIIOMHH [laTHo  po30BAaTO-OPAHKEBOTO IBETA  MEMMOMHMHA  Ha CootBeTcTBYeT
(N-MeTHITIOKAMUH) XpOMaTorpaMMe HCOEITYEMOTO pacTBopa 0O MOJ0KEHHIO,
OKpacke M BElMYHHE JODKHO COOTBETCTBOBATL IIATHY
METTIOMHHA Ha XpOMAaTorpaMme pacTeopa cpaeHerus (TCX)
3. PacTBOpeHHE 1-1 crapua — se Gonee 10 % aKpHOOHYKCYCHOH KHCIIOTHI 0
3a 60 MHH
2-1 cranus — He Meree 70 % (Q) aKpHIOHYKCYCHOM KHCIOTEI 98-100
33245 MHH
(T'® PO*, CoextpodoTomerpns B VO u BHIMMORM 06nacTsX)
4. PoncTBeAHbIE MPHMECH Envmianas HenneHTRGHIHPOBAHHAA IPHMECE — He Gosee Megee 0,10
0,20 % (B3XX)
Cymma nprMeceii — e Gonee 0,50 % (BOXX) Menee 0,10
5. MukpobHosiorHueckas Kareropus 3A (I'® Pd*) C reyer
9HCTOTA OOTBETC
6. OnHOPOAHOCTD JO3HPOBAHHA HomxkeH cooTBeTCTBOBATE TpeboBanusam (I'D POY) CootrercrryeTt
AV=25
7. KonmaecTseHHOE
onpeeNcHAE:
- aKPHIOHYKCYCHasA KHCIIOTa Or 142,5 mr no 157,5 mr C1sH1INO; 1489
(axpHaoHYKCYCHOR KHCIOTHL) B TabneTke (BOXKX)
- METJIIOMHH Ot 131,4 Mr o 160,6 Mr C7H17NOs 147.8
(N-MEeTHITTIOKaMHH) (MermoMuHa) B TaGNeTKe (THTPHMETpHS)
8. Ymakoeka Ilo 10 mmu 20 TaGreTok B KOHTYPHYIO A9EHKOBYIO yMakoBKy H3 | [lo 20 TaGicroxk B

INEHKH NONHBHHADXIOPHAHOK M (GONBIH aMOMHHHEBOH s
YTAKOBKH.

1 KoHTYpHYIO f4ciikoBYI0 ymakoBky mo 20 Tabnerok, 1 win 5
KOHTYPHBIX A4€HKOBHIX ymakoBok mo 10 TtaGnetok Bmecre ¢
MHCTPYKUMEH N0 MEIHIMHCKOMY OPUMEHEHHIO NOMEIIAIOT B
NayKy M3 KapTOHA,

[N KOHTPONA NEPBOro BCKPHITHA OOKOBbIE KIANMaHEI TAYKH

KOHTypHOH  a4ciikoBoit
yNaKkoBke H3  IUIEHKH
MOMMBHHIIXJIODHAHOA H
ponerd  amoMHHHEBOMN
JUIS YTIaKOBKH.

| xoHTypHas saueciikoBas
ynakoska no 20 tabnerok
BMECTE ¢ HHCTpyKIHeH no

MOTrYT OBITh 3aKJI€EHB 3THKETKaMH. [1aukd Moryt GbITh MEIHLIMHCKOMY

CTPYNIHPOBAaHEL B GZHOEPONH TepMOYCANOUHOM IUISHKON. | NPHMEHEHHMIO NOMeMeHa B

INauku win GaHAEPONH IOMEMIAIOT B IPYINOBYIO TApY. 39Ky H3 KAPTOHA
TpeGopanusa HI
COOMONEHE!.
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9. Mapk#posxka 1) Iepeuynad ynakopka 1 i yomoas
Ha  koutypuoli  swelixosoli  ynaxomke ykasmmator: ot | s e
HAHMCHOBAHHE MPOH3BOTHTEIIA, X0 TOBAPHEIA 3HAK, TOPIOBOE | Mauenosame mpOKIOTCIL
Cr0 TOBADHBIA 3HAK, TOproBoc
HAHMCHOBAHHC —  mpemapata ¢ mpefympefHTeNLHOR L5 v s B

MapxHposko#®, nexapcrsenmyso dopmy, nosmposky, HOMEp
CEPHH, CPOK NOAHOCTH.

2) BropuyHas ynaxkoska

Ha nauke ykasmparor: HaHMCHOBAHHC NpPOH3IBOAHTENA, €ro
TOBapHeIA 3HaK, aapec, Teu./daxc, TOPrOBO¢ HAMMEHOBAHHE
npenapata ¢  MpeXyNpeaMTENbHON MapkHpoBkol  ®,
[PYNNHPOBOYHOE HAMMEHOBAHHE mpenapara, JICKaPCTBEHHYIO
dopmy, nosmposky, cocras Ha OOHY TabJETKY ¢ YKasaHueM
HAHMEHOBAHHA H KOJIMYeCTBAa JAelicTByiomero BeIecTBa,
TIEPEICHD BCNOMOTATENbHBIX BEILECTB, KONMYECTBO TAGNETOK B
ynaxoske, «XpaHHTh B HENOCTYIHOM U4 HeTeli Mecten, «Jlis
BIPOCHBIX H JleTe ¢ 4 jem™, ycnoBua XpaHeHHA, HoOMep
PETMCTPAUMOHHOTO  YNOCTOBEPEHHS, HOMEp CCPHH, CpOK
TOZHOCTH, YCIIOBHA OTHYCKA, Croco6 NpPHMEHEHHA, IITPHXOBOH
ko EAN-13, nononxuresmsusie vagmicy: «J1I7A B3POCJIBIX U
JETEH 4+», JIEUEHHE U [MPOGMIAKTHKA TPUIITIA U
OPBH», papmakon (pharmacode).

Ha nauxe, conepscameit 1 KOHTYPHYIO 4EHKOBYIO YTIAKOBKY IO
20 Tabnerox wiu 5 KOHTYPHEIX AYeHKOBLIX YmakoBok mo 10
TaleToK, JONOMHHTENLHO HaHeceHa rpadmdeckas  cxema
«IIPHEM IIPEIIAPATA ITPH JIEYEHHH T'PHITIIA/OPBH»,
Honyckaerca HaHecenue cpencts AACHTHHKALME 1713 CHCTEMEI
MOHHTOPHHIa IBHDKCHHA JICKAPCTBEHHBIX Ipenapartos.

PSRYNPEAHTENLHON
Mapigiposkol ®, nexapcTeenas
tpopea, nosuposia, nomep cepn,
CPOK FOIHOCTH.
2) Bropuunas ynaosxa
Ha mayKe YKaaHm:
HEHMEHOBAHHE NPOHIBOINTENR,
ero |Topapuni Jmak, anpec,
Ten./axc, TOProBOE
HAHMCHOBAHWE Npenapata ¢
e xympeaurens ol
MapxEposkokt ®,
TPYNIHPOBOMHOS HAHMCHOBAHHC
npenapara, NEKADCTBEHHAN
$opua, Aompobka, cocTas ma
omHy | Talnerxy ¢ yxasammem
HAMMCHOBAHHA W  KONE%ECTRA
neHcTRyIomEro BEUIECTEA,
NePeucHs BCNIOMOraTeNnbHEIX
BCIICGTD, KONH4YCCTBO Talnerox B
YhaKopxe, «XpanuTs B
HEADCTYNHOM 1A AeTedl MecTen,
«Jlnx B3poCALX M ACTeR ¢ 4 ey,
YCNIOBME  XpaHeMHN,  HOMEp
PErHCIPAUHOHHOID
YAOCTOBEPCHHA, HOMED CepuH,
CPOX FO/IHOCTH, YCAOBHA OTUYCKE,
CTOCOD MPHMCHCHHA, ITPHXOBOH
xon EAN-13, nonommwrenssme
Ranneca: « 19 BIPOCJIBLIX H
OETEH 4+s, JIEUEHHE W
MPOCHIIAKTHKA I'PHMITIIA H
OPBH», tapmaxon
)
Ha |mauxe  ponommmrensio
HAHCOCHA rpapmvcckan oxema
«[TPHEM TIPETIAPATA ITPY
JIEYEHHH IPHTIILA/OPBH»,
Hanecenn cpeacTsa
ROSHTHOMIAUME ANL  cHcTeME

MOHMTOpRHIa ABHECHAN
mwm TPENapaTos.
10. YcnoBus xpanenMA W Mepw | B 3alMIEHHOM 0T cBeta MecTe TNpH TEMIEPaType HE BhINIE B samuugnnom ot ceeta
TPEROCTOPOKHOCTH 25°C MECTE NPH TeMMiepaType
He Bame 25 °C
11. Cpok roguocta 2 rona 2 roma

* - neficTByomee mnanue locynapcreenmoi Papmakonen Poccriicko Penepaunu
3aKIIOYEHHE: COOTBETCTBYET TPeGOBAHMAM HJ1 P N001049/02-081018, H3m. Ne 1

Hata Beimaun nacnopra: 28.09.2021

Sasemyrommit KArJT

Hauansank OKK

Hupexrop mo xauectny

Cankr-Netepbypr
Hawno-TechnonHeC&aﬂa- v
bapMaLeBTUHECKER DHDM

NMACAH»
ED;P [IOKYMEHTOB

HHC-KO-2000-0160 «KOHTpONs IpOH3BEncHHOM nponyxuyu», Bepcus 10. Jlata seeacHns: 10.03.2021

Cpoxk rogmocTH 10: 09 2023

A. C. Bnacoa
j
A. H. dénoposa

C. ], Ckopuk




000 “Hayuno-rexnosorndeckas hapmanesraueckas pupma “IIOJTHCAH”

PaspemieHue Ha peamniamuio No

Haunmenonanue

(opMa BEITYCKA

MHH

PY Ne

HopmaTtHBHas JOKYMeHTaIHg
Homep cepnu

PasMep cepuu

Konuuectso nocie KOHTposis
Ne AHaTUTHYECKOrO NacnopTa
Tonen mo
IpeanpHaTHE-IIPOU3IBOAKTENS

Hpeanpuarue-ynakoBmuk

00000764 or 01.10.2021

HHKJIOPEPOH® Ta6.eTKH, IOKPHITHIE KHIEYHOPACTBOPHMOH
obonoukoii 150 mr Ne 20 Poccuiickas ®@egepanus

KOHTYpHAasl A4elikoBas ynakoBka 20 X 1 (nauka xaprounas)

Mernomuna aKpHIOHATETAT
P N001049/02
P NOO1049/02-081018 wam.Nel

310921
56 614 ynx

56 584 ynk
766
0923

000 «Hayyno-Texsosoruteckas (papMaleBTHIeCKas dupma
«[TOJTHCAH», 192102, Poccuiickan ®depepanus, r. Cankr-IlerepOypr,
yi. Canoea, . 72, k. 2, auT. A

000 «Hayuno-texnonorndeckan GapMaesTHIeCKAR GHpMa
«ILOJTHCAH», 192102, Poccuiickan ®enepaund, ¥. Cankr-TleTep6ypr,
ya. Canosa, 1. 72, k. 2, nuT. A

AHau3 NPOH3BOACTBEHHON JOKYMEHTAUMH

Joche HA CCPHIO TPOBepeHo Oa
Hocee ma cepuio ogobpeno Ha
Kpuruaeckne 0TKIOHEHHN OTCYTCTBYIOT da

Cepag npousse/icHa H NPOKOHTPOJNHPOBAIA B COOTBETCTBHE ¢ AHICHIHeH Ha HPOH3BOACTBO
AEKAPCTBEHHBIX CPEICTB, TPEGOBAHAAMH PErHCTPANHOHHOIO J0Cke, TPeGOBANMIMME OPraHmIANNM
HPOH3BOACTEA H KOHTPO.IS KAYECTRA IeRapPCTBEHHBIX cpeacTs (npasun GMP), a Taxke HREIMH
TpeGoBaRHAMH el CTBYIOLIET0 3aK0HONATENLCTBRA.

IMpoaykuus paspeiieHa K peanuianan Ha

VrnomioMoueHHOe THIIO

Hauamsnuk oraena Crenanosa M.C.

(AOMKHOCTD)

(pacmindpoBEa NOAITHCH)

( noMn) /

§
{

{

Honoxenne o mue, OTBETCTBEHAOM 33 BBUTYCK CepiH (YTIQIHOMOYEHHOM JTHIE TI0 KAYecTBY), aata ya. 11.01.2021




