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CrneunduKkaums Ha yNaKoBOYHLIC MATEPHAIbI -KO-14-0007/1-21
K3 Crp.1 u3 4
Jlara BBeieHM C: BeoauTes B3aMen: JHeticrayer TIpHSHHA: AKTYATHIALMNS
25 0% 2023 CITY-KO-14-0007/1-20 | Geccpouto

or 25.01.2023

KAIICVYJIbI TBEP/IBIE ) KEJIATHHOBBIE
Ne 0 OKEJITOI'O IIBETA)
Capsulae durae gelatinosae
CAPSULES, HARD, GELATINOUS

Kontpoas kavecrsa no I'® PB I, tom 2, ¢1p.509

CocraBnan Cornacosajan Yrsepana
JloamnocTs: xumuk 11 kaveropuun AJI | Jlomkrocrs: Hasansink OKK

HO®: M.B.babxaruesa HO®: O.B ey ) Z

Moanmes: OO Moanmes:  \

Jlara: 20.0% 2023

Jara: 2M 4&7 203\~

Josknocts: mukpobuonor 11 karero-
PHH

JIOAMHOCTS: 3AMECTHTENb HAYATb-
Huxa AJl

HO®: H.A Mansiruna o

IMoanKcs: r

HO®D: B.O Patn
Moanues: —
Jlara: 20.0% 2023

Nata: A 4.0%. 202%

Jlonmnocts: Hasansink MBJ1

HOD: C.B.I' oBa
[Moanues: W
Jlata:  27.0%. X023

JomxuocTs: Havansiug OCuP

HO®: O.A.Bpems

[oanuek:

Jlata: 3{.0¥ 2013

JIOMKHOCTL: 3AMECTHTEIb HAYATb-

uuka O3 iV A
HO®: H.A.HW —7
Moanucs: (8

Jlata: 2{.0Y 2013/

V4




2.2 Macca 100 xan-
cyn

JIMTCH BH3YAJIBHO,
OcMmoTpy nojule-
#ut 100 % xancyn
IIPH COPTHPOBKE M
300 kancyn u3
KaXJI0M CEpHH 10~
TOBOT'O MPOJIYKTA.

Becosoit

Pasnen «Macca 100
Kancyna»

I'® PBII, Tom 2,
ctp.510

0AO THOHT
Crneunduraumns Ha ynakoBOYHbIE MATEPHANILI -KO-14-0007/1-21
p.2 U3 4
Ne INapameTpst MeTtoas MeroaukH KpuTepin npuemMiIeMocTH
n/n KOHTPOJIS HCNBLITAHHI
1 [Tpumenenune - - XKenatunopsie 060/I04KH U 03H-
POBAHHOTO HAIOJHEHHA MOPOUIKO-
oOpa3sHbLIMA HIH IPaly/IHPOBAHHBIMH
JIeKapCTBeHHbIMK BemecTBamu. [l
nponssosacrea JIIT  JlokcHuMKimug,
kancyssi 100 Mr B personax:
['py3us
Kasaxcran
Pecriybimmka ApmeHus
PecnyGimmka Benapyce
PecriyGimika Keiproieran
Tapxukucran
Typxkmenucran
Vibekucran
2 *Cocras kancysl:
Kenaruna J1o0 96,000 mr (100 %)
Turana quokcuia 1,920 mr (2 %)
(E171)
MeTHanaparsapox- He Gonee 0,380 Mr
cubensoara (E 218)
[Mpormsmaparsapox- He Gonee 0,095 mr
cubensoara (E 216)
- MEJTOro XHHOJIH- 0,461 mr (0,48 %)
nosoro (E 104)
Haumenosanue no-
KasaTesiel kayecrsa:
2.1 Baemnnit 81 Ouenka nposo- COI-KO-14-102 Kancyne! TBepabic KeNaTHHOBLIC

COCTOAT M3 JBYX 4YacTel UMIHHAPH-
qyeckoft (GoOpMbI, OAHH KOHELl KOTO-
PhIX 3QKPYIJIEH W 3aKpBIT, & ApPYro#
korell oTkpbiT, O6e YacTH cBOOOHO
BXOAAT OJIHA B ApYTYi0, He obpa3sys
3azopos. OHH MOryT HMETh CHCLH-
IbHBLIC KAHABKH H BRICTYINHI JUIA
obecrneueHms «3aMKay, KeJIToro use-
Ta.

Kancyns! J0/DKHBI HMETh TJIAJIKYIO
MOBEPXHOCTh M HE COACPKATL BH/IH~
MBIX BO3AYLUIHBIX HIH MEXaHHYCCKHX
BKMOYCHHH M noBpexieHnit (BMS-
THH, OTBEPCTHHA, TPCUIMH) H APYrHX
nedexroB  («3Be3noNEK», MOPUIMH,
HepoBHOI 00pe3ku Kpas).
**883r—-1037r
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CreunduKaums Ha YNakoBOMHBIE MATCPHATLI

CITVEKO-14-0007/1-21

Ne [Mapamerpsi Merossl Meronuku Kpurepun npremieMocTH
n/n KOHTPOJIA HCIIBITAaHHH
2.3 JUmna 3akperroit | Onpenenenus Paszzien «/lnuna 3akpbi-| 21,8 mm £ 0,8 MM
Ha «3aMOK» Karcy- | MPOBOAAT WITAH- | TOH HA «3aMOK» Karncy-
| FEHLIHPKYJICM HIIH | b
MHKPOMETPOM I'd PB 11, Tom 2,
ctp.510
2.4 lNouHHHOCT
(uaeHTHHUKaLMA):
A. Peakuus ¢ pactso- | KawecTsennas Paszien «lToumunocts | A. Beimanaer xnonbeBH/HbIH oca-
POM TAHHHOBOH KHC- | peaKuus (upenTudukanns) A» | X0K
NOTHI I'® PB 11, Tom 2,
crp.509
B. Peakuus ¢ pacrso- | Kayecrsennas Pasnen «llojumunocts | B. [Nossnsercs uonerosoe okpa-
POM HATPHs I'HAPOK- | PeaKUHs (maenTnduxauus) B» | mmsanne
CHJIa H PacTBOPOM I'd PB I, tom 2,
mean (IT) cynsdara crp.510
C. YO - cniektpodo- | TOPBII,2.2.25 | Pasnen dlopmunocts | C. Cnexrp nornomenus 8 06aacty
TOMETPHA (naentudukamns) Cy» | or 350 uM g0 650 HM HMeeT Max-
['® PB I, Tom 2, CHMYM TOIJIOMICHHS MPH JUIHHE
ctp.510 BOJIHBI 414 £ 3 M

D. lNojumunocts TH-
TaHa JIHOKCHAa
(E171)

2.5 PacnasaeMoCTh

2.6 Tlorepa B Mmacce
NPH BHICYITHBAHHK

2.7 OGmasn 301a

2.8 Taxennie MeTasn-
bl

2.9 Meruinaparui-
pokcubeH3oar u
NPONHNAPArHAPOK-
cubensoar:

- METHJINAPAruAPOK-
cubensoar

- IPONKITIApArnl-
pokcubenzoar

2.10 Mukpobuono-
rHYecKas 4HCToTa:

Kayectsennas
peaKius

FroPbIL29.1

F'ePbIL, 2.2.32

' PBII, 24.16

Buayansusiil

I'e PBII, 2.2.29

e PBIL 2.6.12,
2.6.13

Pasnen «[lojumunocTs
(naentuduxanns) D»
I'® PB 11, Tom 2,
crp.510

Pasnen «Pacnanae-
MOCTB»

I'®d PE 1L, Tom 2,
ctp.510

Pasnen «lloreps B mac-
Ce [PH BBICYIIHBAHHEY
I'® PB I, Tom 2,
crp.510

Pasznen «O6man 3o0na»
I'® PB 11, Tom 2,
crp.510

Pasnen «Tsoxensie Me-
TAUIRIY

I'd PBII, Tom 2,
crp.510

Pasnen «Mernanapa-
ruapokcuben3oar u
NponKInaparuipox-
cubensoar»

I'® PB I, Tom 2,

crp.5ll

MeTtoanka HCIBITaRHH
AM-12-0007/1
COI1-KO-12-197

D. ITocTenenno nosBAseTCs AKell-
TOE OKpalllHBaHHe

He Gonee 20 munyT

Or12%no 17 %

He 6onee 7.0 %

He Goxtee 0,005 % (50 ppm)

He 6onee 0,4 %
He Gonee 0,1 %

'OPBILS5.14
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CreundHKaums Ha YNAKOBOHHLIE MATEPHAJIbI pe— ABITYKO-14-0007/1-21
ICip.d 3 d
Ne INapameTpsi Meroan Meroauku Kpurepun npueMaeMocTs
n/n KOHTPOJIA HCIbITAHHHA
- ofulee KOIHYEeCTBO
aspobos (OKA) 10° KOE/r
- oflee KoIHYECTBO
rpuGos (OKI) 10 KOE/r
- Escherichia coli Orcyrerame s | r
3 | OrGop npob - B coorserctBHH CO -
cTaHnapTHO#  onepa-
UHOHHON  mpoueay-
poit:
COIT-KO-14-057,
COIl-KO-12-024
4 | O6bem BoIGOpKH - - AJL: 300 mr.
MBJI: 200 wrT.
5 Yenous XpaHeHHs - - B zanmineHHOM OT CBeTa MecTe
tipu Temneparype ot 15 °C 1o
25 °C npH OTHOCHTEJLHOM BIIAK-
noctH ot 35 1o 65 %
6 | Cpok rogHocTs - - S ner
7 Vnakoska - - B MEIIKH M3 TUICHKH NOJHITHIIC-
Hosoll b0 ananoruumbie, obec-
NEYHBAIONUIHE COXPAHHOCTH I1PO-
JIYKT4 HA NPOTAXKEHHH CPOKa roj-
HOCTH. MEIKH TepMOCBAPHBAIOT
H TOMEIAloT B KOpoOKY W3 Kap-
TOHA ro)pHPOBAHHOTO
8 Harorosuress - - 000 «Aptnaiid», PO
9 Kox - - 80272

* PeaynbTarhl MCIBITAHKHA NPHHAMAIOTCH H3 CEPTH(HKATA TPOHIBOAHTEIISN.
** HopMHpOBaHKe MOKA3aTENN B COOTBETCTBHY ¢ JIAHHLIMH CEPTH(HHKATA ITPOU3BOAMTENA.




