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IATODPJIABAH® rabneTku, NOKPLITLHIE KRIIEYHOPACTBOPHMOiK 0BosouKoMH

JIC-001767

(BOXX, I'd PO*)

Moxasarens Tpebosanns HJ JIC-001767-010419, Jlanubie aHaNH3a
M. Ne 1, oM. Na 2
1 2 3
I. Ommcame g DTS mososuIKIKe Tofnein, DOWATIe | RS
o4Kkoit kpacHOro ueeta. Ha nonepedHoM cpele BHAHL xpachorn tsera Ha
1Ba cnos. Aapo Tabnetok ot kEnToro xo x&NTo- TIONEPETHOM CPeic RRIM ADA
oparkenoro upera. (Busyansibili) e
2. MopnHHHOCTSE:
- pubGodnasuua pochar HaTpus CnexTp NMOTNCMICHAN HCNBITYEMOI0 PacTBOpa, NPUIOTOBACHHONO CoorBeTcTayoT
JUIS KOJMYCCTBEHHOIO onpeaenenus, B-oGaactu ot 300 a0 550 um
JIOIDKEH HMETH MAaKCHMYMB! ITpH (445 + 2) s v npu (373 £2) nm,
(CnextpodoTomMeTpua B yapTpaduoseTosol u suauMoit obracTax,
I'® PO*)
- AHTADHA® KHCAOTA Bpems yaepKHBAHHA [THKA SHTAPHON KMCIOTH HA XPOMATOTPAMME CoorsetcTRYET
HCITHITYEMOrO PacTBOPa, IIPHIOTORICHHOTO AR KONHYECTBEHHOIO
ONpENENCHHA, A0JDKHO COOTBETCTBOBATEL BPEMCHH YACPKHBAHUS
fHKa SHTAPHON KHCIOTH HA XPOMAaTOrpaMMe PacTBOPa CPaBHEHHA.
(BOXX, I'd PO*)
- HUKOTHHAMMA Bpems  yaepuuBaHWA [MMKOB HHKOTMHAMHIAZ MW HHO3HHZ Ha Coorsercrayer
- HHO3HH XPOMETOTPAMME HCTIBITYEMOTO PAacTBOPA, MPHIOTORICHHOIO Ans
KONHYECTBEHHONO  ONPEZICNEHHA, JAOMKHO  COOTBETCTBOBATH
BpEMEHM YIEpPKMBAHHS TNMKOB COOTBCTCTBYIOUIMX BCINECTB Ha
XpoMmaTorpamme pacTeopa cpasnenns. (BOXX, ['® PO*)
- KpacHTeah a30pyGHH CriexTp NOrNOWEHHs MCNKITYEMOrO pacTeopa B obnactu ot 350 ao Coorsercrpyer
(xapmyasus) (E 122) 550 HM JOKEH MMCTH MAKCHMYM TIOTTOMICHHA MPH JUIMHE BOJHB
(520 = 2) nm. (Cnextpodoromerpus B yabTpaduoneTosollt M
puaumMolt obnactax, I'd PO*)
3. PacTeopenue 1-a crazus - He 6onee 10 % anTapHOH KHCNOTH! 34 60 MuH. 0
2-q crazms - He Menee 75 % (Q) anTapHoil KHCIOTH 33 45 MHH. 96-99
(o Pd*) ;
4. PojicTBeHHbIE IPHMECH:
- TUMOKCAHTHH, TYAHO3HH CymmapHoe coaepxanie B 1 Tabnerxe ue 6oace 2,5 % 0T HOMBMHAALHOIO 0,1
coacpxanua wHoauBa. (BIXKX, ' POY)
- HMKXOTHHOBAN KHCIOTA Conepxanne 8 1 Tafnerxe ne Gonee 1,0 % or CoacpXanut HHKOTHHAMNIZA. 0,04
(BIXX, ' PD*)
- HEHACHTHOHUHPOBANHKIC CymMMapHOe COMCPRAHAE 0T CyMMBl NNOMIANCH NMHKOB HHKOTHRAMHAA ¥ 0
npuMecH uHoakHa ne Gonee 1,0 %. (BIKX, I'd POY)
- moMndnassn Coacpxanne B 1 Tabnerke e Gonee 0,20 % OT ROMHHATBHOTO CONEPIKARNA 0
pubodnasuna dochara narphx. (BIKX, T'd PO*)
5. MuxpoGuonoru4eckas YHCTOTa Kareropus 3 A. (' PO
Obutee Tucao apobusix Gakreputt ne Gonee 10° 8 1 1. Menee 10
O6miee uncno rpubos ne Gonee 10°8 1 1. Menee 10
Orcyreraue Escherichiacolin 1 r. He obuapy#eno
6. OHOPOIHOCTH JOIHPOBAHKA
- puGodnasuna ocdar HaTpHA Jlomken cooTeercTBoBath Tpebosaunam. (F® PO*, cnocob 1) C""i‘:g‘f”"
- ANTApHAA KHCNOTa Jlomxen cootsercTaosars Tpebosannsm. (M'D PO*, cnocob 2) %m
- HHKOTHHAMBR JNlomken coorsercreopars Tpebosanusm. (I'® PO*, cnocob 1) Cm:m
Coorsercinyer
= HHO3HH Jlomxen cooTBercTBoBaTs TpeGopanusM. (I'® PO*, cnocob 1) AV=25
7. KonuuecTBeHHOE ONpENeieHNe
- prbodnasitna ocar BATPHE | (70,0045 20 0,0055 r Ci7HNiNaOsP (pGodprashia dociara 0,0049
uarpus) 8 1 Tabaerxe (CrexrpodoToMeTpHa B yALTpadHoneTOBOH
# BHANMOH obnactax, I'D PO¥)
- SAHT3pHAA KHCJI0TA Or0,2850 10 0,3150 r C4HeO4 (rHraphoit xucaorsl) 8 | Tabaerxe. 0,2951
(BOXX, I'd PO
 AMoan Or 0,0462 1o 0,0538 r CioH12N+Os (uo3una) B 1 Tabnerxe. 0,0505
- HHKOTHIAMEA (BIXX, I'® PO*)
01 0,0231 10 0,0269 r CsHsN20 (uuxoTHHamMuaa) B 1 Tabaerxe 0,0251

HHC-K0-2000-0160 «onTposs npoussenennoii npoxykummy, epeus 10. Tlara saenenma: 10.03.2021




Ha nauxe yxa3siBaior:
TOBApPHELIHA 3HAK, HAM

2 3

8. Ynaxoska o 10 unu 20 Tabnerok n HYRO A4eHKOBYIO YNAKOBKY W3 INEHKH | 1o 10 TaGaerox 5 xowtyphoR
NOMHBHHITDUIOPMAHOH PONBrH  WHOMHHWEBOH 119 YNAKOBKH. snelixosoll ynixome w3
5 KOHTYpHBIX aueHKOBHIX YNAKOBOK 1o 20 TaGneToK, 5 WIH | TWICHKM TOTMBHIMT. OpEHOR 1
10 kosTypubx x ynakosok no 10 Talaerox Bmecte ¢ onury amosncasl 1w
HHCTPYKUHEH 110 MEMIMHCKOMY NPHMEHEHHIO TOMEIIAIOT B NMIUKY H3 YHRROBKIL
¥apTona. JUIs KOHTPOIA 1EPBOTO BCKPHITHA GOKOBHIC KIANAHEL MAYKH msw:‘;‘ﬁ
MOrYT ObiTh 3aKICCHB errami, [lauks MoryT GhiTs CIrpynnMpoBaHs 3 110 (pMCHEHHRO K R 3
B Danieposmi TepMoycanono nisnkoi, -

9. Mapkuposka 1)[TepButnas ynakopka. 1ilcpaorsinn yras .

P i ™ Ha xourypuo# suciicosoll

YDAKOBKE YKadann: Tomapuni
THAK TPOWIBOIKTENA. TOProBoe

JEXapCTREHHYIO BopMy, koanyecTBo TabNeTOK B yNaKoBke, coctas | Tevdaxc '}:‘:’”ﬁ"“"’
Ha O Ta0NICTKY C YKZIaHHCM HAHMCHOBAHHH H XOIHUCCTB e
JeHCTBYIOMMX BEIIECT, ICPEHEHD BCIIOMOTATENLHRX BEIECTE H NPETYNPETHTEBROH
NEPeuCHL BELIECTB HOPACTBOPHMOH 06010YKH, HOMED Mapkiposkoi ®,
PETHCTPAIHOHHOTO YAOCTOBEPEHHR, HOMED CEPHH, CPOK FOHOCTH, x“m I
«XpaHHTH B HEAOCTYNHOM AR Aeteit Mecten, «lIpuMensTs no m.&m'm.
Ha3HAYCHMIO Bpadan, YC/10BHA OTNYCKA, YCIOBHA XPAHCHHS, YNaKORKE, COCTAS N3 QRHY
cnocol npumenenns, urrpuxosoit koa EAN-13, dapmaxon !ﬁnmycym:a:u
(phammacode), A0NONAUTEILHBIC HAANHCH: THKTOIPAMMEI, AORCTSYION0E MR,
pacunpoBKa NHKTO! BEPSHEHS BENOMOTITERRHBX
BEHIECTE M NEPCUCH: BEMECTD
« W exapcreennias hopma TBEPJIASI», KHUEHHOpACTROPHMOl
obonouxn , momep
PErHCTPAUMORHOIO
« ceges cnocob npumencuus BHYTPby, 5 :;”qm
TORHOCTH, «XpamiTs B
«® ® dapuakorepanctiieckas rpynna METABOJIMUECKOE | wpocrymmon sas sereli uecren,
CPEJICTBO». «TIPHMEHSTS 110 HAIHINEHHIO
JlonyckaeTcs HAHECEHHE CPEICTB MACHTHGHKAINM 1% CHCTEMB AP YU ‘”“’“"'5
MOHMTODHHIA ABHKCHHS JEKAPCTRCHHAIX NPENaparos. W” -
EAN-13, dapmaxo;
(ph A J, A0 HiJe
HAANECH: NHKTOrPaMssl,
KT OTPAMM
Hmmm gopus TBEPIASD,
ﬁouﬁ apasenenms BHY TPb»,
-a o
METABO/IHECKOE CPEACTBO
Haneceno cpencrec
mmMmu A1 CHCTEMB
MOHHTOPHHTA JABHKCHIN
ACKAPCTREHHIX ApcHApATOD.

10. Ycnosus XpaHeHHs H Mephl

B 3aniMim@HHOM OT CECTA MECTE NPH TEMAEPATYPEe HE BHILIE

B saummméHaoM 0T CBETR

NPEAOCTOPOKHOCTH 25°C. MECTE IPH TEMNCPaType
ue seie 25 °C
11.Cpok roaHocTH 3roxa 3 rona

* — nelicteyioniee w3anue [ocyaapcreennoit ®apmaxoney Poccuiickoii ®enepanun

3akmouenne: cootBeTcTBYeT TpeboBanuam HJI JI

Jara seigauu nacriopra: 16.11.2021

3asenyroumi KAnJl
Hasansanx OKK

JlupekTop no xauecTBy

i Cank1-NeTepbypr
E in LaTIRIRIEE R BATMA
; hapMaLRaTHHBcKaR Dup
i

«NONUCAH»

Ong | doKyMEHTOR

HHC-KO-2000-0160 «Kontpois npouzseaeunol npoaykuun», sepcua 10, lara speaenns: 10.03.2021

i :
HayuHo TEXHOMOMNECKER }

C-001767-010419, nam. No 1, uam. Ne 2

Cpok rogHoctv ao: 10 2024

A. C. Baacoea

A. H. ®énoposa

C. H. Cropuk




000 “HayuHo-TexHOJIOTHUECKAs hapMALeBTHIECKAs ¢dupma “IIOJTHCAH”

Pazpeliesue Ha peanu3amio N

HouMeHoBaHHE

Qopma BEITYCKA

MHH

PY Ne

HopMmarusHas TOKYMEHTAIIHA

Homep cepuu

Pa3smep cepnn
KonuuecTBo nocne KOHTpois
No ABaTHTHYECKOTO [TacHopTa

Topen 1o
TIpeanpusaTHE-TIPOH3BOMTENE

TlpeanpuaTHEe-yIaKOBIHK

00000949 ot 19.11,2021

IATO®JIABHH® Tabnersn, NOKPHITbHIE KIFIIEeYHOPACTBOPHMOH
obosioukoit Ne 50 Poccmiickas ®enepanns

Koutypnas aieiikopas YIAKOBKA 10 X 5 (mauKa KapToNHAA)
Hnoznu+Huxorunavua+PuboprasuntAuTapHas KHCI0TA
JIC-001767

JIC-001767-010419 Hans. Nel, Han. Ne2

1491021

18 887 ynk

18 870 ynk
984
1024

000 «Hayuro-Texnojiormieckas apManepTUIecKas dupma
JTOJMCAH», 192102, Poccuiickas Pepepanns, r. Cankr-Ilerepoypr,
ya. Canosa, a. 72, K. 2, 7aT- A

000 «Hay4so-TeXHOIOrATeCKas PapmanepTHIecKas dupma
«ITOJVICAH», 192102, Poccuiickan Pepepanns, . Canxr-Herepbypr,
yi. CaoBa, 1. 72, K. 2, auT. A

AHaan3 NPOH3BOACTBEHHON JOKYMEHTAINA

Jloche Ba cepHio OPOBEPEHO Ha
Jocke ma cepuio ogobpeno Ha
Kpwrugeckie 0TEIOHEHUS OTCYTCTBYIOT Ja

Cepnst npoM3BeAeHa i NPOKOHTPOIAPOBAHA B COOTBETCTBHM ¢ NEReH3HeH HA MPOU3BOACTBO
JEKAPCTBEHHBIX CPEICTB, TPeGOBAMAAMHE PErACTPALHOHHOIO 0CHE, TpefoBaHAAMH OPranHIaLHY
NPOH3BOACTBA H ROHTPO/A KaueCTB2 IEKAPCTBEHHBIX CPL/ICTB (npasun GMP), a TaxKe HHBIMH

TpeGoBanmsMH IelCTBYOMEro 3aKOHONAT/IbCTBA,

IIpoXyKIHA PAIPELIEHA K PCAIH3IANHA )

VY noaHOMOYEHHOE THIIO

HauaaesHUK OTAETA

Crenanosa M.C.

(BOMKHOCTE)

TTonoienHe o JHLe, OTBETCTREHHOM 32 BRINYcK cephr (YIOIHOMOUCHHOM JTHIE N0 kauecTsy), nata yr8. 11.01.2021

(MOAIECE) / (pacIuAdpOBKa NOXTHCH)






