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NOJIMCQH

OBUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTBIO

AnasuTHyeckuii nacnoprt Ne 456

«HAYHYHO-TEXHO/IOTMMECKAA ®APMALEBTHYECKAA OUPMA «NOMMCAH»
192102, Caukr-TletepBypr, yn. Canosa, 72, KOPN.2, AMT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail; info@polysan.ru

Tlpenapar: HHUTO®JIABUH® Tabnerkcn, nokpuitsie KHLIeYHOpacTROpHMoil obosroukoi
Cepus: 940521 JIC-001767
Dopma BHIYCKA: (xoHTYpHan Auelikosas ynakoska) 10 x 5 {mauka Kapronwnas)
Koanuecrso: 19208 yn.
Hara usrotosnenns: Mait 2021 r.
Jdannsie anannia
Iokazarens Tpeboranuus HJ JIC-001767-010419, Him. Na 1 Jlannbie anannsa
1 2 3
1. Onncanpe Kpyrasie nposkoBbinykisie Tabnerkn, NOKPBITHIE Kpyrituie isoskosumykasie
oBonoukoi kpackoro usera. Ha NOTIEPEYHOM CPe3e BHAHSI m':,m;:, Ha
Asa cnod. Anpo tabnerok ot xEnTOrO 10 KENTO- NIOBEPEIHOM CPEIC BHANM 183
OpaKeBoro LBeta, (BusyansHuii) A e
2. IoanuHHOCTS:
- pubodnasnna docdar Harpus CnekTp noriomeHHs CNKITYeMOro pacTsopa, HPUIOTOBICHHOTO Cootsercrayior
ANA KOMMHCCTBEHHOIO Onpeaenenus, B obractu ot 300 10 550 v
AOIDKEH HMETE MAKCHMYMBI N1PH (445 & 2) um w nipu (373 £ 2) nw.
(CnextpodoTomerpus B yreTpadwoneToBol 1 rauMol obnactax,
T'd PO*)
- AHTApHAA KMCIOTA Bpewms ynepuBanus muxa sHTapHO# KMCIOTL Ha XpOMaTorpaMme Cootsercisyer
HCHBITYCMOTO PACTBOPA, MIPHIOTOBACHHOIO AN KOAHYECTBEHHOIO
ONpEACICHHS, AOIKHO COOTBETCTBOBATH BPEMEHH YICDKHBAHMA
MHKA AHTAPHOH KUCAOTHI HA XPOMATOrPAMME PACTBOPA CPABHCHHS.
(BIXX, I'd Po*)
- HUKOTHHAMMI Bpems yrepxuBaHMs NWKOB HMKOTHHAMMIA # WHOSHHA Ha Coorsercrayer
- HHO3HH XPOMATOTPAMMC MCTIBITYEMOTO PACTBOPA, NPHIOTOBJCHHORG AN
KOMHYCCTBEHHOI0  ONPENENCHMS, JIOIDKHO  COOTBETCTBOBATH
BPCMCHH  YACDHBAHHA TIHKOB COOTBCTCTBYIOMIMX BelECTB Ha
XPOMATOIpaMMe pacTBopa cpasuetus. (BIXKX, I'd Po*)
- XpacwTenh asopyGHn CriexTp Norioumen s HensTyemMoro pactsopa 8 o6nacti or 350 xo Coorsercrayer
(xapmyasun) (E 122) 550 HM IO/KEH HMETh MAKCHMYM MOTIOLICHHA TIpH JLTHHE BOJHBI
(520 £ 2) um. (Cnextpodoromerpus s yasTpadHoneToBOR M
BHANMOR obnactax, ['D Pd*)
3. Pactopenue 1-5 cranns - ne Gonee 10 % AHTAPHONA KMCIOTH 3 60 MHH, 0
2-5 crazms - He Menee 75 % (Q) SHTApHOM KHCIOTH 33 45 MK, 94-97
(' PO*)
4. PoncTBeHHBIE NPHMECH:
= FHNOKCAHTHH, [VAHO3HH Cymmaphoe conepaanue 8 | Tabnerke ne Gonee 2,5 % 0T HOMHHATLHOIO 02
conepaanui unosMHa. (BIXKX, I'db Pp*)
- HHKOTHHOBAEN KHCIOTA Copnepxanne s 1 Tabnerxe ne Gonee 1,0 % or COAEPAKAHHA HHKOTHHAMMNIA. 0,03
{(BIXKX, I'd PO*)
= CyMMapHOS COLCPKAHHE OT CyMMBI NIOMAACH THKOB HHKOTHHAMHAA H
g T HHO3MHA e Boes 1,0 %, (BIKX. I'd POY) Menee D03
- momidnasu Conepanve » | Tabaerxe ne Gonee 0,20 % oT HOMMHATEHOMO CONCPIKAHNR 0
pubonannna hocdara narpus. (BINX, I'd Pd*)
5. MuxpobHonorudeckas yscToTa Kareropnsa 3 A. (T® PO*)
O6uee uncno aspoburix Gakrepui He Goaee 1098 1 1. Menee 10
O6wee uncno rpuGos we Gonee 1028 1 1, Menee 10
Orcyrersue Escherichia colia | r. He obxapyxeno
6. OnHOpOAHOCTL 103UpPOBANHS
- puboguasnua pocdar watpus Aomken coorsercrropars TpeSosanuam. (I'd PO*, cnocos 1) Coorsercisyer
AV=13
- AHTApHad KHCHoTa Homken cootsercTroBars TpeGopanusm. (I'® PO*, crocos 2) CoorpercTnyer
AV=2 |
- HHKOTHHAMHA RMomken cootseTcrsoBats TpeGosanusam. (I'D P®* cnocob 1) Coorsercrnyer
AV=36
- HHO3HH HJomken cooTpercTBoBaTh TPEOOBAHHAM. (I'® PO*, criocob 1) Coorserciayer
AV=23
7. KonnyecTsentoe onpenenenne
- piGodnasuna doccar natpus Or 0,0045 210 0,0055 r C17H20NsNaOsP (puSodnannna tocdara 0,0050
uarpus) 8 | rabaerke (CriexrpodoTtomerpus B vastpadmoneroroit
H BiAKMMO# obnactax, ' Pd*)
- AHTApHAs KKuCroTa Ot 0,2850 10 0,3150 r CsHsO4 (sHTapHoit kucnoTsi) B 1 Tabnerxe. 0.2940
(BIXKX, I'h PD¥)
- HHO3HH Or 0,0462 110 0,0538 r CioH12N4Os (sno3una) 8 | tabnerxe. 0,0484
ke (BOXKX, ' PO™)
R O70,0231 20 0,0269 r CéHsN2O (Huxornnammuna) 5 | Tabserke 0,0240

(BOXKX, I'd Po*)

HHC-KO-2000-0160 «Kourpo:s npousseaennoli poiyxuumy, sepeus 10, Jara seeaenus: 10.03.2021
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Ha nauke yKasulBaioT:
TOBAPHLIH JNAK, HAHMEHOBAHHE, A1Pec, TEV(PaKe HpoHIBOARTER,
TOPrOBOE HAMMEHOBRHHG 1penapara ¢ npeAYNPEAHTEALHOR
MAPKHPOBKOHE, IPYNINHPOBOYHOC HAHMEHOBANHE NPLNAPATA,
ACKapCTBEHHYIO (GOPMY, KOAMUECTRO TABACTOK B YNAKOBKE, COCTAB
Ha 0/1Hy TabNeTKY € YKataHHEM HAUMCHOBANHI 1 KOIH4eCTB
ACHCTRYIOWHX BEHICCTB, TICPEHEHD BCMIOMOTATEALHAIX BEICCTR H
[CPeYEHE BELLIECTS KHIIEHHOPACTROPHMOR 0B0N0MKH, HOMED
PErHCTPALMOHHOTO YAOCTOBEPEHHA, HOMEP CCPHM, CPOK FOAHOCTH,
«XpaHHTL B HEAOCTYTIHOM s AcTcit MecTen, «lIpHMERaTS N0
HAZHAYCHHIO BPAYa», YC/IOBHA OTNYCKA, YCAOBUA XPAHCHRS,
¢c1iocol NpHMEHCHHS, IrTpHxoBoi kox EAN-13, dapmaxoa
(pharmacode), ACNONHHTCBHEIC HAAMMCH: THKTOIPAMMEL,
pactMdpOBKa MHKTOTPAMM

|
« 8 o vancrrennan dopma TBEPIASY,

@ o cnocof npumencuns BHY TPby,
=

« ™ ® gapmaxorepancrTiseckas rpynna METABOJIHYECKOE
CPEJICTBO».
JlonycKaeTes HAHCCCHHE CPEICTB HACHTHOMKALMA 718 CHCTEMB
MOHHTOPHHIR ,zmmm&'a ::cxapcmcnuux npenapaTos.

i 2 3
8. ¥naxosk
RS TTo 10 st 20 TaBiaeTox B KOHTYPHYIO RUEHKOBYK) YIIGKOBKY M3 IAEHKM | Tlo 10 rabaerox BoMTYpHOR
nOAHBMARAXIOpUANCHE 1| QOABIH  AMOMHHHEBON JUIS  YNAKOBKH. sreilkoBol yrimoBKe 3
5 KOHTYpHEIX suelxomnx ynakosox no 20 tafnetok, 5w FLACHHH DOHRIEHIOPRTHON W
10 KoHTYPHEIX  RuckikoBsrk ynaxosok no 10 TaneTox smecte ¢ o amosancaol 1
HHCTPYKUMEH O MEAMIHHOKOMY NPHMEHSHINO NOMEILBOT B NAUKY U3 Yoo
xaprona, [JU1% KOHTPOIA NEPBONO BCKPHITHA GOKOBBIE KTaNanbl NAuKH T3 W‘;"m
MOFYT GbiTh 3aKIIeeHb YTHKCTRAMH. [Ta4KH MOTYT GBTE CIPYIHPOBANKL y il !Wm ::. i
i Gamaeponn TepMoycatos o Ko, sapTone
9. Ma BKA 1)[lepruunan ynaKosxa. )i Tepsnunan ynasosss.
pKHPO Wep ¥ , _ She e i
Ha xonTypHO#H slmnxosoiﬁ VIIAKOBKE YKA3HIBAIOT: mmm"" yn:ﬁnmwwui
TOBAPHBIH 3HAK NPOMIBO/IHTCN, TOPIOBOC HAUMCHOBAHHE HOX IPOWIBOAHTES, TOPIOBOE
npenapara ¢ NpeAYNPENHTENBHON MAPKHPOBKOH B, HAKMEHOBAIAE NTXEIPATA ¢
AeKapeTBeHHYI0 GOPMY, COfEPRanHe HCTBYIOMMY BEIICCTR B ‘me"‘ i
oanol TabaeTke, HOMED CEpPUM, CPOK FOIHOCTH. t‘ww‘ ," ::,mn’,;‘ ’
2)Bropuunan YNAKOBKi. ACHCTRYIOUIHX BEIECTA B 0AHOR

TOAHOCTH.

2) Bropusmas ynssoska.
Ha naske yxasansi: TobapHsiil
IHAK, HARMEHOBANNE, AIPEC,

YHAKOBRKE, COCTAB M 0ANY
TabaeTRY € YKAIaHico
HAMMCHOBAKAA o KDTRYECTD
ACHCTBYIOUIMX BCURCTS,
nepeueHs BCNOMOMITEARHNX
BEIECTE H NEPEUCHs BELICCTE

10. YcnoBus xpaHeHHS W Mephl
NPeaoCTOPORHOCTH

B 3amMiuEHHOM OT CRETA MECTE NPH TEMTIEPATYPE HE BHILLIE
25°C.

B saumm@nHoM 0T CBeTd
MCCTE IPH TEMNCparype
e seite 25 °C

11.Cpok roHocTH 3 roaa 3 roga
* _ neficreyiomiee m3nanwue [ocyaaperaentioli Papmakorned Poccuiickoi Denepainy
Jakmouenne: cootsercTByer Tpebopanuam HJ1 JIC-001767-010419, Ham. Nel
Jlara binaun nacriopra: 01.07.2021 Cpoxk roasocty fo: 05 2024
3apeayroumit KAnJ —— A.B.Cxkox

Havanenuk OKK

JlupexTop no KauecTey

Cankr-Nerepdypr i
0T 31?’"0-7.‘?0{1"\;9:”;&;;“ H
Claauesneckan DHDMA
ONUCAHY

A ;z_o.(yMEHTOE

HHC-KO-2000-0160 «Kowrpoas nponaseiennol npoaysimmy,| sepens 10, Jlara seeaeuns: 10.03.2021

A. H. ®énoposa

C. H. Cropuk




000 “Hayuno-rexnoaorndeckan papmauestnyeckan pupma “IHOJTHCAH”

Paspemense Ha peaanialinio Ne

Haumenonanue

opMa BHIIYCKA

MHH

PY Ne

HopMmatiBHas J0KyMeHTalng
Howmep cepnu

Passep cepun

Komuuectso nocie KOUTpoas
Ne AHAIHTHUECKOIO HacHiopTa
Tonen g0
TpeanpuaTue-NpoH3IROIUTETH

[peanpustie-ynakoBmux

00000537 or 06.07.2021

HUTODTABHH® Tabacren, NOKPHITHIE RIUICIHOPACTBOPHMOH
oboaoureii Ne 50 Pocenitcras etepanus

Kowrypuas aueiixopas ynakosra 10 x 5 (nauka kapronnan)

Huosna+Huaxoruramua+Pubodaasun+Aurapuas kuciora
JC-001767

JIC-001767-010419 mam. Nel

940521

19 208 ynk

19 192 yux
456
0524

000 «Hayuno-rexnonorsueckas apManesTuieckan dupma

«ITOJTMCAH», 192102, Poccuniickan ®egepanusn, r. Canxr-Ilerepbypr,

va. Canona, 1. 72, k. 2, JIMT. A

000 «Hayyno-rexnoaornieckan GapmanesTRIeckas upma

«ITOJIHCAH», 192102, Poccmiickan ®ezepanun, 1. Canxr-Tlereplypr,

ya. Canona, 1. 72, . 2, INT. A

AHAMU3 NPOH3IBOACTBERNOH JOKYMEHTAIUNHA

Jloche Ha cepHIo NPOBEPCHO da
Jocse va cepuio oaobpeno pi £}
KpHTUuecKie OTKI0HEHUS OTCYTCTBYIOT lda

Cepnsi HpoHIBeena # UPOKOHTPOARPOBANA B COOTBETCTBHH ¢ AMIEHIHCH HA NPOUIBOACTBO
JIKAPCTBEHHBIX CPEICTB, TPeGOBAHAAMN PETHCTPALKUOHNONO 10Che, TPEGOBAHMSIMHN OPFaHNSATINY
HPORIBOICTEA ¥ KOHTPO/IN Ka1eCT B4 JICKAPCTBEHBLIX CPeCTB (MpaBi. GMP), a Tare HHBIMA
TpefoBAHNAMHE JeHCTBYIOIMEro0 3AKOHOIATEALCTBA.

poayKuRs papeilena K peaiusannm

VnoaHoMOueHHOE THUO

HauansHuk oraena

Crenanosa M.C.

{(10IDKHOCTD)

TTonoKeHH e O THIlE, CTRETCTBEHHOM 3a BRITYCK cepitt (YNONHOMOUEHHOM JTHIE 1T0 KadecTny), Jata yrs. 11.01.2021

(1OUTHEh) f (pacumdpoBKa TOANHCH)
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