0OAO «b »

ynnn
Creunduraums Ha yNaKoBOUHBIC MATEPHA b___“j CRIY-KO-14-0007/2-04
Jlata BBeseHun ¢: Bsoanres B3amen: JeiicTaye T 0" TTpuunna: akryanusaumus
2504 2013 CITY-KO-14-0007/2-03 | Gecepouno
ot 15.09.2022

KAIICVJIbl TBEPABIE ) KEJJATHUHOBBIE
Ne() KEJITOI'O IIBETA)
Capsulae durae gelatinosae
CAPSULES, HARD, GELATINOUS
Konrpoas kavyecrsa no '@ PB 11, Tom 2, crp. 509

Cocrasnua Cornacosaan Yreepaui

Jommnocrs: xumux [l kareropun AJl | Jlomknocrs: navansuuk OKK JIO/AKHOCTE: 3aMECTHTENNb TCHepaib-
& HOT'O IHPEKTO!

HO®D:; M.B.Babxkanuesa HOD: O.B. HOD: T.B.

IMoarnuce: Moanucs: | Moanues:

Jlaa: 2001 2823 Jara: QY 0A4. 2843 Jara: 2Y. 07 2543

JlomxuocTs: mukpobuonor 11 katero-
pHK

Jlo/mKHOCTE: 3aMECTHTE L HAYANL-
Huka All

HO®: HA Mansirusa s

HOD: B.O.P%
Moanucs: = 2~

Moanwes: ﬁ/
Jlata: 20701 204} Jlata: 24 01 2023

JlomknocTs: Havansiuk MBJ1

HO®: C.B.I' 0Ba
nomucsgw
Hora: 2% A4 /2043

JlomknocTs: Hasanbuuk OCuP

HO®: O.A.bpem

[Toanues:

Jlata: 27 071 20:"3

=

JIO/KHOCTE: HAYATBHHK

\J

HO®: B.B.Jlatorypexsii

IMoarnues:

Jlava: 2% 01 2027
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Crp. 2 3 4

Ne ITapamerpn Meroan Meroaukn Kpurepun npuemieMocTs
n/n KOHTpPOJIS HCNBITAHMI
1 [Mpumenenne - B Kenarunosbie 000NOMKH WA J0-
3HPOBAHHONO HAIOJHECHHA TTOPOLI-
KoOOpazHbLIMH WJIH I'PaHyJIMPOBaH-
HbIMH  JICKAPCTBEHHBIMH  Belle-
creamu, Jis npoussoscrsa JITT:
- Jlokcnumkmmn, kancysast 100 mr s
perHoHax:
AsepOailpkan
Adranucran
Mpax
Poccuiickas Deseparis
2 | *Cocras Kancynbi:
Kenatnua Jlo 96,000 mr
Twrana mmokcnaa 2,396 mr
(E171)
Meruanaparsipok- He Gonee 0,380 mr
cubensoara (E 218)
[Mponuimaparu- He Gonee 0,096 mr
poxkcubensoara
(E 216)
- WENTOr0 XHHO/IH- 0,417 mr
nosoro (E 104)
- WENTOr0 CoMHeY- 0,005 mMr
Huii 3akar (E 110)
Haumenosanune no-
Kasaresiell kavecTsa:
2.1 Buewnnit sBua Ouenka nposo- COIT-KO-14-102 Kancynsl TBepabie KeNaTHHOBBIC
JIATCH BH3YATBHO. COCTOAT W3 JABYX 4acTeH LHIHH-
OcmoTpy nojuie- apuyeckolt  GopMbl, OMH  KOHE!
xnt 100 % kancya KOTOPBIX 3aKpyT7IcH W 3aKpeiT, a
IIPH COPTHPOBKE H apyroii kosen orkpeir. O6e HacTH
300 kancyn 13 cBODOIHO BXOJMT OJIHA B JIPYTYIO,
KaK0# cepuu ro- He obpasys 3azopos. Onu Moryr
TOBOIO NMPOAYKTA. HMETh CHEUMANbHLIC KAHABKA M
BBICTYNBI Ul ODecrneueHHs «3am-
K, JKEJITOTO LBETA.
Kancysnbl 10/0KHE HMETH [7IAIKYIO
MOBEPXHOCTL W HE COACPKATH BH-
AMMBIX BOIAYUIHBIX HIH MEXAHH-
YEeCKHX BKJIOYCHHH H NOBpexe-
HHit (BMATHH, OTBEPCTHH, TPCIIHH)
H ApyrHxX JeeKToB ((3BEIIOHEK),
MOPIIHH, HEPOBHON 0Ope3KH Kpast)
2.2 Macca 100 kan- | Becoso# Pasnen «Macca 100 **883r-1037r
cyn Karncyman»
I'd PB 11, Tom 2,
crp. 510
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SN TTT Crp. 3 134
Ne [NapameTpsi Meroas Meroauku KpHTepun npHeMIeMocTH
n/n KOHTPOJIS HCTIBITAHUH
2.3 Jlnuna 3axkperroit | Onpeaenenue Paszzen «/lnuna 3axpei-| 21,8 mm £ 0,8 Mm

HA (3aMOK» KalcyJikl

2.4 lNoanunnocts

(mnenTduranns):
A. Peakums ¢ pacrso-
POM TAHHHOBOH KHC-

JIOThI

B. Peakuus ¢ pacrso-
POM HATPHSA THAPOK-
CH/IA ¥ PACTBOPOM
mean (1) eynndara
C. YO - cnexrpodo-

TOMETpPHSA

D. Noanuuuoers TH-

TaHa JIHOKCH1a
(E171)

2.5 PacnazaemocTs

2.6 Tloreps B macce
1PH BLICYIIHBAHHK

2.7 O6mas 3o0na

2.8 Tsmennie MeTaul-

Jibl

2.9 MeTuanaparuj-

poxcubensoar u

MPONKINAParHApoK-

cubensoar:

- METH/NAPAruIpoK-

cubensoar

- NpOHANAparn-

pokcubenioar

2.10 Muxpobuosno-
rHYMCCKas YHCTOTA:

MPOBOJAT IITAH-~
reHIMPKY/IEM HITH
MHKPOMETPOM

Kauecrsennas
peaxkuus

KauecrBennas
peakums

e PBIL, 2.2.25

Kavwecrrennas

peaxims

I'e PBIL 2.9.1

e PBII, 2.2.32

F'®PBILL 2.4.16

Busyansubrii

repPhll, 2.2.29

Mo PBILL 2.6.12,
2.6.13

TOH HA «3aMOK» Karncy-
JibI»

I'® PRI, tom 2,

crp. 510

Paznen «llojnmuanocts
(waenTHuKanua) A»
I'd PB 11, Tom 2,

ctp. 509

Pasnen «llommurocTs
(mpentudukauns) By
I'®d PB 11, tom 2,

crp. 510

Passien «IloutHHHOCTE
(waenTadukamus) C»
I'® PBII, Tom 2,

crp. 510

Pasaen «llojumunocTts
(uaenrudukamus) Dy
I'® PB I, Tom 2,

crp. 510

Paznen «Pacnanae-
MOCTBY

I'd PB L, tom 2,

crp. 510

Pasnen «Iloreps B mac-
Ce MPH BbICYLUIHBAHHHY
I'® PB I, Tom 2,

crp. 510

Pasen «OGwman 3ona»
I'® PB 11, Tom 2,

crp. 510

Pasnen «Tsokennie me-
TaUIbI»

I'® PB I, Tom 2,

crp. 510

Pasnen «Mernnnapa-
ruapokcubensoar u
NponHInaparpoK-
cubenszoar»

I'd PE I, Tom 2,

crp. 511

MeToanKa HCnbITaHHil
AM-12-0007/2
COIl-KO-12-197

A. BuInaaaer XJI0nbeBHIHbLIH 0ca-
JIOK

B. [Nossnsercs duonerosoe okpa-
IHBaHHE

C. Cnextp nornouiexus 8 obsacTu
or1 350 um 10 650 HM HMeeT Mak-
CHMYM [OTIOIEHHSA NPH JUTHHE
BOJHBI 414 = 3 uM

D. [MocTeneHHo NOKBIACTCH WKe-
TOE OKpalllMBAHKE

He Gonee 20 Mmunyr

Or12%n0 17 %

He 6onee 7.0 %

He Gonee 0,005 % (50 ppm)

He 6onee 0.4 %
He 6onee 0,1 %

FrePBIL5.1.4
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gusemMnnap Crp. 4 na d
Ne [Mapamerps Merozsi MeTtoankn Kpurepus npuemMaeMocTH
n/n KOHTPOJIA HCHBITAHHI
- obiuee KOJIHYECTBO
aspobos (OKA) 10° KOE/r
- obuiee KoAHYecTso
rpu6os (OKI) 10° KOE/r
- Escherichia coli Orcyrersue 8 | 1
3 O1Gop npob - B coorsercTBHM CO -
cranjapTHoi onepa-
IIHOHHON npoLey-
poit:
COI1-KO-14-057,
COI1-KO-12-024
4 | OGbem BuibGOpKH - - AJL: 300 wrr,
MBJ1: 200 wrt,
5 Veaosus Xxpanenns - - B zaugmesnoM OT cBeTa Mecre
npu Temneparype or 15 °C no0
25 °C npu OTHOCHTEIBHON BiaK-
#ocTH o1 35 10 65 %
6 | Cpok ropHocTH - - 5 ner
7 Ynakoska - - B MCLKH M3 TUICHKH NOJHITHIE-
HoBoil nmbo ananoruunsnie, obec-
NCYHBAIOIIHE COXPAHHOCTL T1PO-
AYKTA HA MPOTHMECHHH CPOKA roji-
HOCTH. MEIIKH TepMOCBapHBAIOT
H MOMEIAIOT B KOpoOKY H3 Kap-
TOHA roYPHPOBAHHOIO
8 | M3rorosurens - - 000 «Apraaitd», PO
9 | Kon - - 80148 — JIOKCHUMKIHH, Kancyibl

100 mr (B pernonax AsepGaii-
sokan, Adranucran, Mpak, Poceuii-

ckas Deaepaius)

* PeaynbTarhl HCILITAHHI NPHHEMAIOTCH W3 cepTH(UKATA NPOH3IBOAHTEIA,
** HopMHpOBaHHEe NOKA3ATENS B COOTBETCTBHH C JIAHHBIMH CepTHOHKATA IPOHIBOHTENA.




