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OBLECTBO C OTPAHHYEHHOW OTBETCTBEHHOCTbIO
«HAYYHO-TEXHONIOTUMECKAR PAPMAUEBTHYECKAR OUPMA «NOIMCAH»

Anajsurayeckuit nacnoprt Ne 514

192102, Camuxr-Netepbypr, yn. Canora, 72, kopn.2, AuT.A,
ten.: 812 710 8225, ¢arc: 812 764 6284, e-mail: info@polysan.ru

Ilpenapar: IIATOPJIABHH® Ta6neTKH, DOKPLITEIE KHIIEYHOPACTBOPUMOH 060/104K0H
Cepus: 1090621 JIC-001767
@opMa BBIITyCKa: (koHTypHas sueiikoBas ynaxoska) 20 X 5 (mauka kapToHHAsA)
Konnuecrro: 9666 yr.
Jara u3roropnenuq: moHs 2021,
Jlaunpie ananuza
IToxazaTens Tpetopanua HILJIC-001767-010419, Mam. Ne 1 JanHble anaH3a
1 2 3
1. Onucanue Kpyrisie 1BoAKoBbinyKIble TaONETKH, NOKPHITHIE nﬁ*im: :gmmm
oGonouxo#t kpacHoro 1sera. Ha nonepeunoM cpese BUAHbI spacuoro ibera. Bi

ABa cnod. Aapo TabneTok OT KENTOro A0 KENTO-
oparkeBoro uperta. (BusyansHeii)

NONEPEHHOM CPEse RAINK AR
cnod. Hapo rabnerok xémro-
OPAHKESOrO LUBETA.

2. INoanuHHOCTh:

- puGodnasuna pocdar HaTpHa CrieKTp NOTNOMICHHS MCOBITYEMOTO PacrTBopa, MPHIOTOBACHHOIO s Cootsercrayior
KONHYECTBEHHOT O onpeacnekud, B obnacti o1 300 10 550 nM ROIDKEH HMETH
MBKCHMyMBI 11p (445 + 2) 1M 1 npu (373 & 2) um. (CoextpodioTomerpus 8
yaeTpaduonerosoit u BuaumoH obnactax, I'd PO*) '
- SHTapHaf KHCToTa Bpema yAepkMBEHMA [HKA AHTAPHOH KHCJOTH Ha XpOMATorpamme
MCMBITYEMOTO  PACTBOPA, NPHTOTOBNEHHOIO JUIA  KOMHYECTBEHHOrO c
ONpEneNetus, NOMKHO COOTBETCTROBATH BPCMCHHM YACPKHBAHMS IHKA OOTBLTCTRYCT
SHTAPHOI KHCAOTE! Ha XPOMATOIPAMME PACTBOPA CPABHEHHA.
(BIXX, T'® PO¥)
BpeMa ylepHBaHHA THKOB HUKOTAHAMHIA H HHO3HHA HA XPOMATOTPAMME
- HHKOTHHEMHL HOTILITYEMOT0  PACTBOPA, NPHIOTOBNCHHON® [V KONHYECTBEHHOTO CooTBeTCTBYET
= HHO3HH ONpeNeNeHUsA, NO/KHO COOTBETCTBOBATH BPCMCHH YIACPIKHBAHMA NHKOB
COOTBETCTBYIOUIMX BEHICCTB HA XPOMATOTPAMME DAacTBOpa CpaBHEHHMA,
(BIXX, I'd PO¥)
5 ACHTENb 330PYOHH CnexTp TIOTNIOMEHHA MCIIBITYEMOro pacTeopa & o6aactH o1 350 no 550 uM
?Eapmyasﬂﬁ) (Epyfzz) JIOMKEH MMETE MAKCHMYM TIOTNOMEHMA NMPH THHE BOomHk! (520 + 2) aM, CoorsercTayer
i (CrnexrpodoroMerpus 8 ynsTpaduoncTosol i BuanMol ofnactax, D PO*)
3. PacTBOpenue 1-3 cranus - ne 6onee 10 % sHTapHO# KuCAOTEI 38 60 MuH. 0,05-0,1
2-1 cranus - He menee 75 % (Q) surapHoit kucnoTs 3a 45 Mun. 91-98
(I'd PO*)
4. PoACTBEHHBIE NPHMECH:
- THNOKCAHTHH, TyaHO3HH Cymmaproe copepkanne B 1 Tabaetke ne Gonee 2,5 % OT HOMHHANLHOTO 0,2
copepanin HHouna. (BOXX, I'G PO¥)
- HHKOTWHOBAA KHCMOTA Conepxanne B 1 Tabnerxe e Gonee 1,0 % 0T coaepanin HUKOTHHAMKA. 0,06
(B2XX, ' PO¥)
- HenneHTHHUHPOBARHEIE CyMMapHOe COAEPIKAHNE OT CYMMRBI NICILAZeH MHKOB HHKOTHHAMMA H
M9 A uno3mHa se Gonee 1,0 %. (BKX, ' PO¥) Bisen 0
- moMudasun Conepwanue B 1 Tabnetxe e Gonee 0,20 % OT HOMHHAILHOTO COAEPKANUN 0
pubodiasina docdara narpua, (B2XX, I'd POH*)
5. Muxpobuojorudeckas 4HCcTOTa Kareropus 3 A. (' PO¥)
Obuee uucno aspobuerx baxrepuii ne Gonee 10° 5 1 r. Menee 10
O6uee uucso rpubos He Gonee 1078 1 . Menee 10
Orcyreraue Escherichiacolis 1 1, He o6napyxeno
6. OHOPOAHOCT AO3HPOBAHUS
- pubodnasuna docdar HaTpus Jomxen coorsercraoars Tpefopanusm. (I'@ PO*, cnocob 1) Coomcrgmyer
AV=2,7
- AHTapHaA KHCI0Ta Jlomxen coorBeTcTBOBATH TpeGoranusm. (I'® PO*, cnocod 2) CoOTBETCTBYET
AV=328
- HHKOTHHAMMJ Jlomxken coorpercTBoBath TpeGopanusm, (I'® PO*, cnocob 1) CooTeeTCTBYET
AV=435
- MHO3HH JTomxen coorsercrsosars tpeboanuamM. (D PO*, cnocob 1) CooTseTcTBYeT
AV=138
7. KonnuecTseHHOE onpejeieHue
- pubodnasuna docdar HaTpus Ot 0,0045 no 0,0055 r Ci7H20NsNaQsP (puGotnasura docdara 0,0051
Hatpus) B 1 Tabnerke (CnekrpodoTomerpus B ynerpaduonerosoi
o BHMOH o0nacTax, I'® PO*)
- AHTapHas KHCNoTa Ot 0,2850 n0 0,3150 r CaHsQs (axTapHoit XxucnoTh!) B 1 Tabnerke. 0,2909
(BOXX, T'd PO¥)
- MHO3UH Ot 0,0462 no 0,0538 r CioH12N4Os (uno3una) B 1 Tabacrke. 0.0495
(BOXX, I'd PO*) ’
- HHKOTHHaMHJ Ot 0,0231 a0 0,0269 r CeHsN3O (enxoTuramMmna) 8 1 tabnerxe 0.0244
(BOXX, I'® PO¥X) ’
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JICKAPCTBEHHYIO (hopM)y

] | 2 3
8. Ynaxorka Ilo 10 wnu 20 TaGnetox B KOHTYPHYIO A9€HKOBYIO YNAKOBKY M3 ITo 20 Tabnerex B
[IEHKH TIOMHBHHHIXIOPHIHOH W Gonerd amomuHHepot nns KOHTYPHOT suefxosoii
YIAKOBKH. YIAKonKe H3 Nakum 5
5 xoHTYpHBIX #ueHKoBBIX Yynakook mo 20 Tabnerox, 5 umm R
@QI‘E. AmOMHHIESOR 14
10 xowrypHbIX AueHKOBLIX ynakoBok mo 10 Tabnerox BMecte c myﬂm "
WHCTPYKUHEH 110 MEAMIMECKOMY NPUMEHEHHIO TIOMEILAIOT B NAYKY | [jo e —
M3 KapTOHA. Jlna KOHTPO/IS NEPBOI0 BCKPHITHS GOKOBLIE KNaNaHsl VIAKOBOK BMECTEC
na4Kkd MOTYT ObITh 3akieeHbl 3THKeTkamu. [lagkn MoryT 6miTs | mmctpyxpeii nonpmeseito
CrpynIMposanst B GaHAEpOIH TEPMOYCANOYHON NIBHKOH, B NASKe 13 kg
9. Mapkuposka DIlepsuunan YHAKOBKa. I‘{)II‘P"“"";;"“
a KO Hi
Ha KOHTYpHOI S4EHKOBOH YIIaKOBKE YKAZLIBAIOT: ot bt o
TOBAPHBIH 3HAK NPOM3BOSHTENA, TOPrOBOE HANMEHOBAHHE 3HAK NPOH3ROAMTEAS, TOPFOROE
| » HAHMEHOBAHAC IPENAgATa ¢
npeniapaTa ¢ Npeiynpe MTenbHOH MapKUpoBkoi ®, S S Tanii, 5

, COIEpXNaHMe HEHCTBYIOMHMX

BEIUECTE B 0JiHOI TabntTKe, HOMED CEPUM, CPOK I'OJIHOCTH.
2)BropuyHas ynakosKa.

Ha nauke yRaspBaloT:

TOBApHBIH 3HAK, HANMEHOBAHME, ajpec, Ten/(akc
TIPOH3BOLUTENH, Toproq'we HaUMeHOBaHHE TIpenapara ¢
HpenynpennTeNsHoN MAPKHPoBKOH®, rpynmuporouHoe
HaUMEHOBAHUE IIPENaphTa, TEKAPCTBEHHYIO hopMmy,

KONHYECTBO TAabIeToK ¢

YIaKOBKe, COCTAB HA OHY

TabNeTKy ¢ yKasaHUeM HAWMEHOBAHUY ¥ KOMH4EeCTR

NEeHCTBYIOLIMX BENIECT

, IEPEYEHD BCIIOMOTATEIBHBIX

BELLECTB W MIEPEUEHD BCIICCTB KHIUEYHOPACTBOPAMOH
0B0s109KH, HOMED PETHCTPALMOHHOTO YIOCTOBEPEHHS,

|
HOMED CEPHH, CPOK 10/

nna petedt mecren, «[Ip
YCHOBHA OTITYCKA, YCIO
IITPUXOBOH ko EAN-
JONOIHHTENBREIE HaAll
NHKTOTPaMM

HOCTH, «(XPaHHTh B HEJOCTYITHOM
HUMEHATD [0 HA3HAYEHHIO BPAYa»,
BHA XPaHEeHHMA, CNOCO0 NpUMEHEHN!A,
3, hapmakon (pharmacode),

HCH: IHKTOTpaMMBl, pacinidpoBka

« nexapersennas Gopma TBEPIAA»,
|

« crioco6 npuMenerns BHY TPby,
LR

« ™ ® hapMaxoTeparne

THHECKad rpyrna

METABOJIMYECKOE CPEZICTBO».
JlomyckaeTcs HaHeCeHHe CPeACTB HAEHTHOUKALMH 1%
CHCTEMbI MOHHTOPHHTA [IBHXEHHS IEKAPCTBEHHEIX

[penaparos.

MapxipoBxoil 0, nexapeTeennan
opma, conepianne
JefiCTBYIOUIHX BEANECTD B OAHOH
ralinerxe, HOMED CepEm, CPOK
FOAHOCTH.

2) BTopHuHas ynaxossa.

Ha nauxe yxkaianm: Tosapusii
3HAK, HAHMEHOBARME, AAPES,
Ten'$ake npoKIBOAMTENS,
TOPrOBOE HAHMCHOBANSE
Apenapara ¢
apeRyipesuTenbuoi
MapkHpobKol ®,
TPYAIHPOBOMHOS HAMMEBOBAHIE
TIPENapaTa, JeKapeTeenias
opma, xosmiryectso Tafinerox 8
YIaKoBKe, COCTAB Ba oFy
TafineTxy ¢ yxasannes
HAMMEHOBANNH H KOANNCCTS
AeHCTBYIONIMX BeIeCTS,
TIEpEYeHD BCNOMOTATERMHL
BELUECTR W IEPEYeH BELRECTS
KHIleYHOpacTeopHMoll
ofonouxs , HoMep
PETHCTPALEOKRHOTO
YAOCTOBEPEHHS, HOMEP CEDHH,
CPOK FOAHOCTH, «XpansTs B
HE/IOCTYTHOM JUTA JETel MECTER,
«IPHMERATE N0 HATHANSHINO
BpAuaN, YCIOBUL OTIYERS,
YCAOBMA XPAHEHRS, CROCOD
fpUMenena, mTpuxosoll ko
EAN-13, dapmaxon
(pharmacode), IOROAERTEARHLIC
HAMIACH: MHKTOTPaMMK,
ﬁmud&p@n&; FHKTOrPaMM

guapmmu thopus TBEPIA S,

wenocoS npumeneiim BHYTPbs,
M
«hRPMAXOTCPANCETHRCCKAS rpynna
METABOIHHECKOE CPEICTBOw.
Hawmeceno cpencrso
HACHTHGHKALAM JUIS CHCTEM b
MOHHTODHHIA NBIKCHNL
[ICKEPCTBEHKLIX NpeapaTos. |

10. Ycnosus XpaHeHHs H MeEpHI

B 3amuIngéHHOM OT CBeTa MECTE NIPH TEeMIIepaType He BhIINe

B zammménHoM ot ceeTa

NPeIOCTOPOKHOCTH 25%C. MECTE MPH TEeMNepaType
e Beuue 25 °C
11.Cpok roxsocT! 3 rona 3 rona

* — neficTByiomee u3nanue I'ocynapersensoii ®apmakonen Poceuifckoit ®eaepaumu

3axmogenne: cootBercTByeT Tpebosanusy HJT JIC-001767-010419, Uam. Ne 1

Jara Brinaun nacnopra; 22.07.2021

3asemyromumii KAuJI
Hauanpuuk OKK

JMpekTop o KavecTsy

HMHC-KO-2000-0160 «KorTpons npousseneHnoi npoayxuumy», sepeus 10. Tara sseacnus: 10.03.2021

Cpok roguaocty no: 06 2024
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000 “Hayyno-rexnonoruueckas bapmauesTiaeckas dupma “IIOJTHCAH”

Paspemenue na peanmammo No

Hanmenopanue

Dopma BrInyCcKa

MHH

PY Ne

HopMatneras noxymertamus
Homep cepun

Paivep cepun

Komigecrso mocne xonrpons
Ne Amanutiaeckoro nacroprta
Tonen no
pennpustue-nponssommurems

Tlpeanpusrae-ynakopmux

00000601 or 28.07.2021

HATO®JIABHH® rabaerkn, DOKPBITbIE KIUEYHOPACTBODHMOH
obonouxoil Ne 100 Poccuiickas Degepauns

KOHTYpHas sveiiroBas yuakoBka 20 x 5 (nayxa KapTomyasn)

Hnoannﬂinmmuaamnﬂ’aﬁo;pﬂasnﬂﬂiﬂmpnag KHCA0Ta
JIC-001767

JIC-001767-010419 nam.Nel

1090621

9 666 yur

9 655 yox
514
06 24

000 «Hayyno-Texnonornveckas dapmanesTHACCKRAn $hupma
«IOJTHCAH», 192102, Poccuiickas Pegepanus, r. Canxr-Ierep6ypr,
yia. Canopa, 1. 72, k. 2, AT, A

000 «Hayuno-Texnomornueckas papmanesTHUeCKAR dHpMa
«[IOJIMCAH», 192102, Poccniicican ®enepauns, r. Cankr-Ierep6ypr,
ya. Canosa, 1. 72, k. 2, aur. A

AHANU3 TPOM3BOICTBEHHON JOKYMEHTAIHN

Mocwe Ha cepuio nposepeno Ha
Hocbe Ha cepuio onobpeno Ha
Kprrugeckue oTinonenns OTCYTCTBYIOT Ha

Cepns npousseaena n NPOKOHTPOIHPOBAHA B COOTBETCTBAH C JTHIleH3Hel Ha HPOHIBOACTBO
JIERAPCTBEHHBIX CPEACTB, TpeGoBauAaMHU PEMACTPANAONHOTO 10Che, TPeGOBARMAMH OPraRH3IAIMH
IPORIBOACTBA H KOHTPOIS Ka1eCTBA JIERAPCTBEHHBIX cpeacts (npasua GMP), a Taicke HRBIMK
TpeGoBaRMSIMY NeliCTBYIONMEro SAKOHONATENbCTRA,

Hpoxykuwa paspentena x peaIn3anan
@ Crenanosa M.C,

Ynonsomouennoe muuo

Hauanmenuk ornena

(ZOKHOCTE)

(moxmes)” (pacumudposka iroammen)

Honoxenne o nmuue, OTBETCTBCHHOM 32 BEITYCK CeprH (YIIonHOMOUEHHOM AIHLe 11O KaqecTsy), aata y18. 11.01.2021






