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UHTeNnneKkT Ha sawmre

NOJIMCOH

AnanuTudecknii nacnopt Ne 442

OBUWECTBO C OrPAHMYEHHOW OTBETCTBEHHOCTBIO
«HAYYHO-TEXHONOTMYECKAA QAPMALIEBTUMECKAR OUPMA «TIO/THCAH»
192102, Canxr-NleTepbypr, yn. Canosa, 72, Kopn.2, AuT.A,

Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info®@polysan.ru

[penapar: HHTO®JIABHH® tabaerkn, n0KphITHIE KHIEYHOPACTBOPHMOH 060.104K 0
Cepus: 890521 JC-001767
dopma BeINyCKa: (xoHTYpHas aueikopas ynakoeka) 20 x 5 (nauka kaproHHas)
Konuuecreo: 9703 yn.
Jara warorosnenus: maii 2021 r.
Jannvie anannia
Tlokazatens Tpeboranus HA JIC-001767-010419, Mam. Ne | Jdauusie anaania
I 2 3
1. Onucanne Kpyrnble 1BOAKOBBINYKIIbIE TABNETKH, NOKPHITHIE Kpyriue asoxxossmyxiue
oGonoukol kpackoro usera. Ha nonepeuHoM cpese BHIHK “mmmwm

npa cios. Anpo rabnerok or xkénroro no xéaTO-
opamkeBoro usera. (Bmyansnnii)

NONEPETHOM CPEW BAINM 83
wiaox. Aapo Tabncrox wémo-
OpaNEEBOrC UBETA.

2. [oanuuAOCTDL:

- pubodnasuna docdar HaTpus CliekTp NOrAOMCHMA MCILITYEMOTQ  PACTBOPE, NPHIOTUBICHHOTO /IS Coornerciayior
KOAHMECTRCHHOTO onipencneHus, B 00nacTH o1 300 1o 550 HM S0MmKEH HMETS
MarcHyymbl 1pi (445 £ 2) nw 1 mpn (373 £ 2) wm. (Cnexrpodoromerpus B
ynetpadnoneTosoil  suauMoi ofaactax, I'd PO*)

- sHTApHad KMCHOTa Bpems yacpxuBaHui DIMKA AHTAPHON KHCHOTHE HA  XPOMATOIPAMME
HCNBITYEMONO  PACTROpA, NPHIOTORACHHOTO A8 KONHYSCTBEHHOTO Contaeicinyen
ONPERCACHMA, JOMKHO COOTBCTCTBOBATL BPCMCHM YACPMHBAHWA THKa
AHTAPHOH KHCIIOTH HA XPOMETOIPAMME PACTBOPA CPABHEHAA.
(BIXKX, I'd pO%)
Bpems yaepKUBaHKS NHKOB HMKOTHHAMMIA ¥ HHOTHHA HA XPOMATOTpaMME

T THEROTHHAMNX MCTILITYEMOTO  PACTBOPA,  NPHIOTORICHHOTO ANS  KONHYCCTBEHHOFG Cooraercrayer

= HHO3HH ONPENCNEHNN, AODKHO COOTBCTCTBOBATH BPCMEHH YACPKUBAHHA NHKOB
COOTBETCTBYIOMIMX BCHIECTE HA XPOMETOTPAMME DACTBOPE CPABHCHHA.
(BOKX, ' Pb*)

= WTEh a30pyOun CriexTp nOrRCUICHHR HCNBTYEMOro pacteopa 8 ofiaactu or 350 a0 550 nm

:&a;“mm} (E122) NOIDKEH MMCTE MAKCHMYM NOTROWCHMR NpW mimue soans (520 £ 2) um. Coorercrayer

{Crexrpodoromerpia B ynspadmoneTonol n snawMol obnactax, 'O PO*)

3. PacTeopenue 1- cranms - He Gonee 10 % axrapHoi kucaoTH 38 60 MuH. 0-0,2
2-5 cTanna - He menee 75 % (Q) anrapHOH KucaoTH 32 45 MuH. 94-97

(I'd PO*)

4. PoacTeenHbie NPHMECH:

- PHAOKCAHTHH, FYBHO3HH Cymmaproe cojepiatne B | Tabaetke ne fonce 2,5 % 0T HOMMHRILHONO 0,1
copepxanns wnoznna. (BIXKX, I'd PO*)

- HHKOTHHOBAN KHCIOTA Conepucanne 8 1 Tabaerke ne 6oace 1,0 % OT COACPXANNHE HHKOTHHAMMIIA. 0,06
{(BOXX, T'® PO*)

= CyMMapHoe COAEPRANNE OT CYMMB! TLIOANEH ITHKOB HHKOTHHAMMAR H etice 005

et B— wwossia e Gonee 1,0 %. (BIXKX, [P PO*) Finee

- momuanHn Coacpwanue 3 | TabaeTke He Gonee 0,20 % 0T HOMHHATBHOTO COICPRAHNA 0
pubodnasiua dochara narpus. (BIKX, 'O Po*)

5. MukpoGrosorseckan Y4cToTa Kareropua 3 A. (TO PO¥)

O6uwiee uncao adpobunix Gaxrepuit ne Gonee 10° 8 1 1. Menee 10
O6uee uucno rpubos ne 6ozee 1P e 1 . Menee 10

Orcyrersue Escherichiacolinl

He oGuapyseHo

6. OnHOpOAHOCTL A03HPORAHHA

(BOXX, I'® PO*)

- puGodnasuna docar narpus Tlomxen coorsercrosats Tpeboranuam, (I'® PO*, cnocob 1) Comgm
« SHTApHAA KHCA0Ta Jlomxen cootreTcTroBars Tpebosannam. (I'D PO*, cnocob 2) COO’!!ch’:&yﬂ‘
AV=4 |
- HUKOTHHAMMA Homken coorsercraosars Tpebosanuam. (I'® PO*, cnocob 1) CootseTcreyer
AVe=68
- HHO3HH Tomxen coorsercTBoBaTh TpeGosanuum. (I'® PO*, cnocob 1) CooTsercinyer
AV=43
7. KonuuecTBeHHOE ONpeaeieHne
- pubodinasuua docdar Hatpus Or 0,0045 zo 0,0055 r Ci7HuNaNaOoP (pubodnasuna pocpara 0,0051
narpus) 8 | Tabnerxe (Cnexrpodporomerpus b yavrpaguoneronoi
n smol obaactax, I'd PO¥)
- AHTAPHAA KHCI0TA Or 0,2850 1o 0,3150 r CsHsQ4 (surrapuodt xucaorh) 8 1 Tabnerxe. 02886
(BOXX, I'd PO
- HHO3HH Or 0,0462 10 0,0538 r CioHi2N4Os (unosuna) 8 1 Tabnerke. 0,0487
{(BOAX, I'd PO*)
~ HHKOTHHaM#u1 Or 0,0231 10 0,0269 r CeHeN20O (nuxoTunamuaa) B 1 rabnerke 0,0240

s HHC-KO-2000-0160 «Kontpoas npouseeacnnoil npoayxkumuy, sepeus 10. Jlara sseacuns: 10.03.2021
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Ha xourypHo# ﬁqeﬁxm%oﬁ YNAKOBKE YKaA3bIBAKOT:
TOBAPHbIH 3HAK NPOM3BOMNTEINS, TOPFOBOE HAMMEHOBAHHE
npenapara ¢ npeqynpe;mrcnbﬁoﬁ mapxHposkoi ®,
nexkapcTBeHHYI0 hopmy, coepianie NeHCTBYIOWNX
BEINECTB B ORHOM Tabn¢Tke, HOMEP CEPHH, CPOK MOAHOCTH.
2)Broprunan ynakosxa.

Ha nauxe yKxa3biBawoT:
TORApHKLIH 3HAK, HAMMEHOBAHNE, anpec, Tex/daxc
FPOHIBOIMTENA, TOProBOe HAMMEHOBAHNE NPENApaTa C
npeaynpeanTensHoil MapKHpOBKOH®, rpyNnuUposoUHOE
HAMMEHOBAHHE NPENapaTa, NeKapcTBeHHYIO GopMmy,
koaHvecTno TabneTox B yNakoBKe, COCTaB HA ONIHY
TabNeTKY ¢ YKA3aHHEM HAHMEHOBAHHA H KONHYECTB

| efiCTBYIOUIMX BEIECTR, NEpeueHb BCNOMOraTeNbHbIX

BELIECTB M NEPEUCHb BELECTB KHINEYHOPACTBOPHMON
000104KH, HOMED PErHCTPALKOHHOIO YAOCTOBEPEHNS,
HOMEp CEPHH, CPOK FOJHOCTH, «XPaHHTE B HEJOCTYITHOM
08 feveit Mecten, «IIpHMEHATE MO HAZHAYEHHIO Bpayay,
YCIOBUA OTIYCKA, YCAOBHA XPAHEHHA, CNOCOD MPHMEHEHHS,
urrpuxosoit kon EAN-13, papmakoa (pharmacode),
JOTIONHHTENBHBIE HAZIHCH: [THKTOTPAaMMBI, paciundponka
MUKTOIPaMM

nexapcreennas hopma TBEPIIAS»,
. cnocob npumenenus BHYTPby,

« ® ® hapMakoTEepangBTHYECKaR Ipynna
METABOJIMYECKOE CPEICTBO».

JlonyckaeTca HAHECEHE CPECTR HACHTHHKALHN A1R
CHCTEMBI MOHHTOPHHIR JBHKEHHA JEKAPCTBEHHBIX

Tpenaparos.

2 3

8. Vnakoexa o 10 mau 20 TalneTox |B KOHTYPHYIO #HMCHKOBYIO YNAKOBKY M3 To 20 rabaerox »
naHkH  nomMeBuauaxaopianoll M QossrH  amoMHHMeBOH 18 KONTYPHO#H A1eHKOBOH
VHAKOBKH, YIHIKOBKE M5 TEIHIH
5 xowrypusix suelikosnix viaxosok no 20 rtafnerox, 5 wam mﬁ“‘w"m f;
10 xourypusix suchxosbix ynmaxosok no [0 tabnerox mmecte ¢ o W‘”‘m ”
MHCTPYKIHEH NO MEAHUMHCKOMY NPHMEHCHHIO NOMCIUAIOT B NBHKY | [l § xosmypsssax sueikosbix
w3 kaprona. JInA KOHTPOJE HEPBOIO BCKPHITHA GOKOBBIC KianaHsl VIIAKOBOK BMECTE C
nasxkm Moryr Ourms 3AKTCCHBE ITHRETKAMH. [laukH MOryT OHITh | MHCTPYKIIEH NO IPHNCHCHIBO
CIPYIHIHPORAHBL B GaHACPOTH TEPMOYCATOUHON ILIEHKOH. B TI2MKC 3 KapTOHRL

9. Mapkuposka 1)MlepBuyHas yNaKoBKa. 1)TTepriatian ynakonxa.

Ha wosrypriol saciixosoll

YHAKOBKE YKAIAHES TORApHMA
JHAK TIPOMIBOANTCIR, TOProBoe
HANMEHOBAHNE NPCHAPaTa &
APCAYNPEIHTENLHOR
MapKMpoRKOR ®, nexape
hopaa, conepaanie
HEHCTRYIOUIMX BERICCTE B 0ANOR
TalaeTxe, HOMED CEPHN, CPOK
FOAHOCTH.

2) Bropuusas yoakoska,

Ha nauxe yrasaswn: Tosapusf
AHAK, HAMMEHORAHMS, ANPEC,
TeN'PAKC NPOMIROTIITENS,
TOPrOBOe HAMMEHORANKE
TIPEnAPATa ¢

YHRROBKE, COCTAB HA OAHY
rafizeTxy ¢ yxananuc™
HARMEHOBANHH ¥ KOTHIECTS
ASHCTBYIOEIMX BEILCCTS,
NEPEUCHE BCROMOTA TRABMMX
BEIICCTE H NEPeues BCMRCTs
KHIDSHHOPACTBOPHMOR
oBONOYRH , BOMEp
PETHCTPRUMORKOTC
YACCTOBEPEHUA, HOMED CEpHR
CPOK NOAHOCTH, «XPanuTs B
HEAOCTYTIHOM a7s JoTeh MecTes,
llpHMENATY DO HIIHANEHIO
BPAuAn, YCAORMA OTAVEKE,
YCAORHR Xpanenns. caocol
PPHMEHSHNA, WTPHAOBOR KO

wcnocol nousenesng BHYTPbs,

-

e

ARAPMARCTCPANCHTINOUK 24 TPYTING

METABOMMECKOE (PEACTBOs.

Haneceno CPEACTEC

HACHTHHKALMIE 473 CHETEMB

MOHMTOPHHIA JBHACHHRE
PCTBERHBX NPe TApATOR.

10. Ycnosus xpaneHus H Mepbl
NPEeNoCTOPOKHOCTH

B 3ammImEHHOM OT CBETA MECTE TIPH TEMIIEPATYpPe He Bhillie
255G

B saupumnéunom 01 caeTa
MECTE NPH TEMIICPaType
He seime 25 °C

11.Cpok roasocTH

3 rona

3 rona

* _ peiicteyiomee u3nanue [ocyaapersennoii Gapmaxonen Poccuiickoit Denepauiu
3akmoyenye; cooTseTcTByeT Tpebosanusm HII JIC-001767-010419, M3m. Ne 1

Jlara suigaun nacnopra: 29.06.2021

3asegyrowmit KARJ

Hauansuuk OKK

JIMpeKTop no Ka4ecTsy

S TieTepoyRt
TEXHONOTY
x _rvg%ﬁ, aCxaf GvDMB

AVCAH»
Af’iﬂ ﬁgxyMaHTOB

HHC-KO-2000-0160 «KoHrpoas npousseacHiol npoaykunuy, sepens 10, [lara spenenus: 10.03.2021

Cpok roanocts ao: 05 2024

A. B. Croxk
A. H. ®énoposa

C. H. Cropsuk
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000 “Hayuno-rexnonornueckas dapmauesTiueckan pupma “IMOJINCAH”

Paspemenne va peamnanmio Ne

Hanmenosanne

Dopua BrImyCKa

MHH

PY Mo

Hopmatisras foxyMenTanus
Homep copun

Pasmep cepun

Koanuecrso nocne Kourpons
Ne Anamrtudeckoro nscnopta
lozen zo0

Upeanpusrue-nponaporens

HpeanpusTre-ynagoBmux

00000525 or 02.07.2021

HHTODJIABHH® tabaeTkn, noxphitoie KHUIEYROPACTBOPHMOi
oboaouroil Ne 100 Poccniickas Denepanun

KOHTYpHas stuciikoras ynaxoska 20 x § (nauxa KapToHnag)

Hneanu+linxo‘munmuzzﬂ’nﬁmﬁ:&aauwﬁ-ﬂumpuaﬂ RHEOTA

JC-001767

JC-601767-010419 manm.Nel
890521

9703 yur

9693 ynk
442
0524

000 «Hayuno-Texnonornveckay dapmanesTHUecKkan Gupma
«[TOJTHCAH», 192102, Poccniickas ®enepanns, r. Canxr-Tlerepbypr,
ya. Canoea, 1. 72, . 2, auT. A

000 «Haysno-Texnoaornueckan papMaieBTHIecKas pupma
«[TOJIHCAH», 192102, Poccuiickag Denepanns, r. Cankr-Ilerepbypr,
ya. Canosa, 1. 72, k. 2, ant. A

AHaAH3 NPOM3BOACTBCHHON JOKYMERTANMN

Hocke va cepuio nposepens Jda
Hocke na cepuio otobpeno Ha
Kpuruueckue oTKIOHEHNE OTCYTCTRYIOT Ja

Cepnst npoH3BeAena H HPOKONTPONHPOBAHS B COOTBETCTBIH € JMHCHINEH HA NPOHIBOICTRO
AERAPCTBCHHBIX CPRACTB, TPEOOBAHMSIMHM PCrHCTPALHOUNOTO J0¢he, TPeOOBANKAMM OPranmIanuu
NPOHIBOICTBA M KONTPOAN KAYeCTRA JeRaPCTBENNBIX cpencts (npasua GMP), a Tarse nunivu
TpeboBAHNRMHE NeACTBYIOMIETO JAKOHOAATEALCTBS.

Hpoaykins paspeumiena K peaiuianuu Ada p
7
Y noaHOMOYCHHOE THIIO
Havansuuxk ornena Crenanosa M.C.
{(10DKHOCTE) (pacmmpoBKa OAIHCH)

Tlonokenne o anne, OTPETCTBERHOM 3a BHITYCK CepiA {YIONHOMOUCHHOM JIHIE 10 KAYECTBY), 18T yrs. 11.01.2021
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