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CEPTU®IKAT SIKOCTI
CERTIFICATE OF QUALITY
Hassa npopyKTy: TIOMPH/I® SR, Ta6ieTkM NPOIIOHT0BaH0f ai, 30 Mr
Name of product: DOMRID®SR, sustained release tablets, 30 mg
Cuna ajf HomriepHIoRY ManeaT oKBIBANCHTHO IOMITEPHIORY — 30 MF
Strength: Domperidone malea(e equivalent to domperidone — 30 mg
Cepist Ne / Batch No.y SDF4001 - | Posmip ynaxonxu | Package size: . Ne30 (10x3)
Pecerp. Ne/ ARNo: FP/0335/24 Tun ynaxonxu / Pack type: Bricrep / Blister
Poswmip cepii/ Batch sizé: 500 000 Tab/tab HarTa BHTOTOBIENHA | Mfg. date: 05,2024
Kin-1b ymakonox / No. of packs: 16 666 | Tepmin npupaTHoCTi | Exp. date:  04.2026
Kpaina / Market: UKR
Peccrpaniiine nocsiguenns Ne: g Tepiin Aif HeoGMesxeHHH
| Registration Certificate No. UA/BIT6/03101 unlimited validity
Ne nfn Haspa ananisy Cnenudixauis PezynnTaTi ananisy
Sr. Ne. Test name Specification Test result
Onxuc: ‘BiN0-3KOBTOLO KONBOPY NBOWAPOBi, XpYrii rotocki | Birnopinae
TaBNETKY 3] CKOLUCHHMHA KpasiMH T4 JOTOTHIIOM «K»
1 Description Ha )KQBToyy miapi TabneTKA.
White-yellow, bilayer, circular, plane, beveled edge Complies
tablets with «K» logo on the yellow layer.
InenTrixania i
JloMMnepHAcH UYacu  YTPMMYBAHHZ  OCHOBHOIO mixa  wa | Bimnopinae
XpOMATOrpaMax BUNpoGOBYBAHOFO Ta CTAHIAPTHOIO
PO3YNHIB, ORCIKAHUX NP KinpKicHOMY BUSHaUeHHi,
MatoTh CRiBHAJATH.
XinosinoBuil X0BTHH CriexTp TOTNIHHAHHA BUNpOGOBYBAHOrO POSUNHY B Binosinac
niana3oHi ACBKHH XBUIIB 300600 HM MOBWHEH MATH
2 MakCHMYM TIpH 41343 1.
Identification
Domperidone In Assay, the principal peak in the chromatogram Complies
: obtained with the sample’ solution has the same
retention time as the principal peak in the
chrojmatoﬁgram‘dbtained with the standard solution.
Quinoline yellow The absorption of the samiple solution: at the range of | Complies
300 to 600 nim shows maximum at41343 nm, )
Cepepnus maca Ta0NeTKH 190,0 Mmr = 5,0 %. ' 188,1 mMr
3 Average weight 190.0 mg+ 5.0 %. 188.1 mg
OnHOPIIHICTb BO30BAHNX Bigropizae BHMOraM. Binnosinae
4 OAWHULD
Uniformity of dosage units Complies with the requirements. Complies
CrupanicTs Fe Ginpme 1,0 % 0,04 %
5 | Friability NMT 1.0 % 0.04 % J
FP/0335/24 Crop./Page Ne: 1 3/0f3

Page 1/1

.x'ﬁy;@‘uy e gﬁff,j
/9.

e

Gf e

5;»4,




Kuiscnka dinis

sty
\l\t:mx 001589

sl
v i
20079

AR

TOB «Kycym Gapm»

TOB «Kycym ®apms» \ N [ Vicpai -
AR g SEpTROWSTE / Jpainia, 40020, m.Cymit, BYIL Cxpsbina, 54
l’;f,fa}{‘,?mi’ffii ,:;K;g‘“ ¢ <7/ Ten.- 438(0542) 77-46-10, ac: 77-46-11
- AIMATHHCRKA, e e-mail: plant@k ;
Ten.: +38(044) 495-82-88, arcc: 495-82- Krsun. Phavin TR @kﬁil’u’iiiii
Ne nfn Ha3pa anaxisy Crieyngiranis PesyapraTa anatisy
Sr. Ne. Test name Specification Test result
Po3uHHEHHS 20 % - 40 %epes 1 ronuHy; 18 % —25.% (L2)
35 % — 60 % uepe3 4 TOOUHY; 40 % —47 % (L2)
55 % — 80 % wepe3 8 roan; 57 %~ 66 % (L2)
70 % — 95 % uepes 12 ronuH; 73 % — 81 % (L2)
He menme 80 % uepes 24 ropuHu. 197 % (L2)
§ | Dissolution 20% ~ 40% in 1 hour; 18 %— 25 % (L2)
35% — 60% in 4 hours; 40 % —47 % (L2)
55% — 80% in 8 hours;. 57 % ~ 66 % (L.2)
70% — 95%.in~12 howrs; 73 %~ 81 % (L2)
NLT 80%:in 24 hours. 97 % (12)
"Cynposiani fomitwks He Ginbiwe 0,25 % koxHol OMilKy 0,066 %
He oimsime 0,5.% cymu oMok 0,066 %
7 Related substances | Bach irnpurity:.NMT'O.?.ﬁ % 0.066 %
Total impurities: NMT 0.5 % 0.066 %
B amAIIKOBI KinbKoCTi opraniuanx | CoupT isonponinosuii - Be Ginpine 5000 ppm. 2225 ppm
3 PO3UHHHHKIR K
» Residual organic solvents .ISQQi'opyl alcohol: NMT 5000 ppm 2225 ppm
KinpxicHe BH3HAYCHHA Big 95 % po 105 % six saspneHol ximbxocti | 98,5 %
g JOMOEPHAORY.
Assay 95% to 105% of LC of domperidone. 98.5%
MikpoGiosoriysa 4pcToTa BaransHe  MMCIO  acpoOHUX MikpoopraniamMis
(TAMC) — e Ginsme 10° KYO/r. <40 KYO/r
3aransHe YHCNO IPIKUKOBUX T2 futiceHeByX TPUOIB -
(TYMC) — ne Ginsine 10* KYO/r, <40 XYO/r
BifcyTHicTh Escherichia coli B 1 ¥ npenapary. Bincyrss
10 | Microbiclogical pusity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. ’ <40 CFU/g
Total combined yeasts and moulds-count (TYMC):
NMT 102 CFU/g. <40 CFU/g
Escherichia coli must be-absentper 1 g. .Absent

BHCHOBOK:/ CONCLUSION:

TIpORYKT BUTOTOBIEHO, yNaKkopaHo Ta NpOaHANi30BAH0 3TiAHO 3 BHMOFaMH peecTpaniiinoro nocBinyensa.

The product is. manufacturéd, packed and -analyzed as per requirements of Registration Certificate.

BixnoBifac cTaBgapTaM T2 BUMOTaM GME.

It complies with GMP standards and requirements.

JHiensis #a BUPOGHHUITBO JiKAPCHKUX 3aco6is:
Licence for medical products production:

Ceprudixar No 080/2023/GMP
Certificate No, 080/2023/GMP

Cepist AB.Ne 598054
Batch AB No. 598054
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Ly migTBepixyto, WO Bel
saacranoni 3 GMP, 3atsepmueriit MinicTepcTBoM OXOpOHH 3fopon’s Yxpainu, is BHAMOraMit peeCTPAIHOTO AOCHERPA

pupobunyi cTami and wicl cepii roToBOT npoAyKuil Gyms azjitcneni B noplaiii'ninnoninuoc'fi 3 BIMOTAMH, JA3NANCHHME I HiTHHiT
Y NPHSHACHHS,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements.of the
Ministry of health of Ukraine and with the requirements of the Matketing Authorisation file of the destination country.

)(iMimmei_Tm . ](3@3. ngﬁopayopielq BKS | Hadanpnux BK YnoBHoBaena ocoba
Analytical Chemist QC Lab In-charge QC Head nghﬁed Person .
T Name: it | Cuompeba ¥t C—“Wn.v—ueol'_%&aog&’w—% /.
Mignrc/Signature: P Cucerd] o e ﬁ(@fﬂ(é&f& o 7
Jata/Date: gECEILY ; ¢6{06/2y o6 fo@,&q &{/@6’/(:5( /
: 1
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