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CERTIFICATE OF QUALITY

CEPTHOUKAT KAUECTBA

Hassanne npoaywra: KOJIKIA®, raGierin, seputi oGosonkoio, no 125 mr Ne30 (15x2) y (mmcpa?\“_/ !
Name of product: COLLICKID®, [ilm coated tablets, 125 mg No.30 (15x2) in blisters
Pér. Ne: / A.R.No.: FP/0608/20 Pa3smép cepun: / Batch size: 200 000 Tabn/tabl.
Cepusn No: / Batch No.: SCAK009 Kosuucerno ynaronok: / Number of packs: 6 666
Jlara usrorosnenns: / Mfg. date: 07.2020 Cpoxk ropnocrn: / Exp. date: 06.2023 n
Perncrpausonnoe esuaereancrse Ne UA/10461/01/01, Tepmii aif HeoOMmemeHmit
Registration certificate No. UA/10461/01/01, unlimited validity o o
Ne n/n IMapasmerpui Crneunduranun Pesynabrarut O
Sr. No. Tests Spccifications Observations 1
1 Onncanne Qpanbuie, maakue ¢ 06enx cropod TadacTky, | CoorseTcTByCT !
NOKPBITHIE 000N0YKOIT HEIHTOrO HBCTa. f
I
Description Yellow coloured oval shaped, film coated | Complics |
tablets plain on both sides. 4
2 Hnenrnduxanys MK-cniextp nornoueHs ucnonnyesmozo | CooTRETCTRYCT !
CHMCTHKOH pactigopa, NOJYHSHHOro 1PN KOAMYCCTBCHHOM
onpenencuny  n obnacry  1350-1200 o,
JOIKCH HIMETb MAKCHMYM np TOH Ke JUIHHC
poninl, uro u  HK-cnektp  nornowenua
pacmaopa CPpagHeNn, NONYHCHKOTO npH
KOJIMYECTBEHHOM OIPEACIICHHH,
Identification Obtained in “Assay” IR-spectra of the test and | Complics
Simethicone standard solutions, in the range of 1350-
1200 ¢cm™ should exhibit maxima at the same
wavelength. R
3 Tlenoracsimas aKTHBHOCTD He Gonee 45 cexyna. 20 cex
Defoaming, activity NMT 45 seconds. 20 scc
4 Oanopoutioct, gosuposaninix | AVSL] (L1=15,0). 7,0
CANRINL ‘
Uniformity of dosage units AVZL] (Li=15,0). 7.6 R
S PacnmanaemocTs He 6onee 30 Mun. 23 aunr 50 cex
Disintegration NMT 30 min. 23 min 50 sec .-Mm,‘;
6 Kosusuecrsennoe onpencacune | Or 106,25 mr go 143,75 mr custernkona 3 | 131,22 mr/ tabi. !
ool TabicTke; |
(85 % — 115 % o7 3asBACHHOIO KOJIMYCCTRA), (105,0 %)
Assay 106.25 mg to 143.75 mg of Simethiconc in one | 131.22 mg/ tabl. |
ablet, f
(85% - 115 % of the label claim). (105.0 %) |
TTEADAPM
Bty
lAem'Md)lx‘Nl'“’""“
von 20075891
Mg
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Microbiological purity

Ne n/n Tapamerps Cuenndmxais lRBWW'}“lH‘F“"
Sr. No. Tests Specifications mg:wmm\y\y,/ )
7 Muxpobnonoriueckas ugerora | Ofimee unefio aspobHEIX MHKPOOPIaHH3MOB

(TAMC) - ne-gonee 10* KOE/r.

OBuiee  41Cn0  APOIKKCBBIX M TUICCHCBBIX
rpubos (TYMC) - ne Gonee 10> KOE/T.
Otcyrersue Escherichia coli B 1 T npenapara.

Total acrobic microbial count (TAMC):
NMT 10° CFU/g.
Total yeasts and moulds count (TYMC):
NMT 10* CFU/g.

Escherichia coli must be absent per g

W
Mmence 10

senee 10 KOE/r |
Escherichia coli — i
OTCYTCTBYCT B | 1

‘;

|
7
|

<10 CFU/g r

Escherichia coli is-absent per

<10 CFU/g l
1 2 |

JAKJIIOUEHHE: npouykt nponaseacH, yNakosan o NPOTECTUPOBAN B COOTBETCTRHM € TPEOOBAHMAMY PErICTPALMONNLONO

csrnerenscrsa. Oraeuaet TpeGopannnm u crangapraM GMP. Cepruduiar Ne009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements, It complics
with GMP standards and requirements. Certifieate No. 009/2020/GMP
JIBLCH3MS R4 NPOMABOACTRO JeKkapetBeunLx cpejctn: Cepus AB Ke 598054

Licence for medical products production:

Batch  AB No, 598054
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avmadixauEHNY
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na

XuMuK-anainrng  3am, nayansanka OKK Hauansuuk OKK Y nOAHOMOUSHHOS AMIL0
Analyst Deputy QC Head IQC Head Qualified Person
5 1 . /\ V.
Hma/Name: ﬂ{qpﬂuz Leole J e.é <¢¢<fm 0 bj g)C‘LC 1yt P\Cth Z'g—’g,qc/‘; vial 6/ [/
Momnnew/Signature: ﬂ:) O/ﬁjcu‘/éb/ (4\/‘\9 ;ch LECEELLLET
/ 7 . )
Jara/Date: S feaf L 20 of /og/ 20 5\08&3*“‘ a’»’j’/ &4 é{ﬁ{

FP/0608/20

Page 1/1

Crpauna Ne: 2 w3 2
Page No.: 2 of'2


http://www.tcpdf.org

