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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Hasna npoayiry:
Name of product:

HOMPUI®, Tabnerxy, pxpuTi ofononkoio, no 10 ur
DOMRID®, film coated tablets, 10 myg

Regisiration Certificate No.:

Cnaa aif: JIOMITEPUIOHY MalleaT eXBIBARCHTHO AOMIIEpHAONY — 10 Mr

Sirength: Domperidone maleate equivalent to domperidone — 10 mg

Cepin No / Bateh No.: SDD3009 Poamip ynakosxa / Package size; | NelQ (10x1)
Peecrp. Ne / A R.No.: EP/OT41/23 Tua ynaxosxn / Pack type: Bnicrep / Blister
Poamip cepii / Batch size: 500 000 tab/iab Jata parorosnendn / Mfe, date: 09.2{}23

Kin-T6 ynakosok / No. of packs: 20 000 Tepmin npunaruocti/ Exp. date:  08.2027

Kpatua / Market: UKR

Peccerpauiiine nocsimsenyin Ne; UA/R976/01/01 TEPMIN U7 HCoOMEeKeHH i

unlimited validity

| Ne n/n Ha3ssa ananisy Creuudicanis Pesyabrars ananisy
| Sr. No. Test name Specification Test result
Oruc Kpyrait neoonykni TabaeTxku, sxputi obonowxoro | Bianopinae
| 0I7I0r0 KONLOPY
Descripiion ‘White, circular, film coated biconvex tablets Complies
______ Imenrudicanis HYacu  yTpuMyeauns  ocHoBHOro  mika  Ha | Biamosipae
XpOoMaTorpaMax BRIIpOOOBYBAHOIC | CTAHAAPTHOIO
PO3YHKIB, OTPUMAHHX HPH KiBLKICHOMY BH2HAYeHHI,
| MaKoTh CniBnagaTH
J'J .
- Identification In the Assay, the principal peak in the chromatogram | Complies
abtained with fest solution has the same retention time
as the principal peak in the chromatogram obtained
with standard selution
OnHOPINKICTD AO3OBARYX AV<L1 (Li=15) 4.9
3 OAVHHLIE
Umiformity of dosage units AV<LY (L1=15) 4.9
PosnanauHs He oinrnie 30 xs 1 x5 10 cex
4 " . : :
Disintegration Not more than 30 min 1 min 10 sec
Posunieris He menwe 75 % (Q) 23 45 x» 07 %
5 . : ;
Dissolution Not less than 75 % (Q) for 45 min 97 %
CynpoBignl ZoMILKH He 6insiue 0,25 Y% xoxuof nomimky Hibicue pivHs Bu3HauEHAS
He 6iaspie 0,3 % CyMH BOMILOK Hiuxae pisug BU3HaYeHHS
6 ¢ . - _
Related subsiances Individual impurzity is not more than 0.25 % BDL
Total impunties are not more than 0.5 % BDL
KinbxicHe BU3HAYCHHA B1A 9,5 mr zo 10,5 Mr nomnepunosy s 1 Tabnerui 9,79 mr
(95,0 — 1050 % nomnepupony nin 3asrienci | 97,9 %
KITBXOCTT)
9.5 mg to 10.5 mg of domperidone per one tablet 9.79 mg
(95.0 10 105.0 % of domperidone of label ¢laim) 97.9 %
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No ni/n Hazpa anamisy Cremndiranis PeayapraTin ananisy
Sr. No, Test name Specification Test result
MixpoGionoriyna aHcToTR Jarankda xinekicth aepoBHmX  MixpoopraHiamiz
(TAMC) ~ ne 6imrze 10° KVO/r. < 50 KYOir
Jaranbha. KIBKICTd OPUKICKOBMX 1 ITNICCHEBHX
rpubiB (TYMC) — He 6inzine 10 KY O/, < 10 KYOQ/r
Bineyrnicts Escherichia cofi 8 1 v npenapary. Bixeyrns
; Microbiological purity Total aerobic  microbial count (TAMC):
NMT 10? CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (TYMC): NMT
102 CFU/g. <10 CrW/g
Escherichia coli must be absent per | g. Absent
BUCHOBOK: / CONCLUSION:

ITponykT BHFOTOBAEHO, YIAKOBAHO T4 NPOANATIZOBAHO 3TiAHO 3 BUMOTaMY PCECTPAUIITHOrO HoCBiAYeH A,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Ceprudixar Ne 009/2020/GMP
Certificate No. 409/2020/GMP

Cepin AB Ne.598054
Batch AB No. 598054

Bianesigac cranpaptad Ta BuMoram GMP.
[t complies with GMP standards and requirements.

Jiuensis na supo6HUUTBO MIKAPCHXUX 3ac0obiR:
Licence for medical products production:

Lun marsepipkyto, u0 Bei sspoBiirii cvaail ans wicd cepii rOTOROL npoaysil Oy 3aHicHen] b NCBUIN BEICBIAHOCT 3 BWIMOraM¥, 39IHAUEHEMH B YW HATH
nactanoni 3 GMP, aateepmseniii Milicreperoom oxoponn 3zopos’s Yipaili, i 3 pHMoraMu pECCTPALIHIIONO ZOCLC XPRIFY NPR3HATEHHA,

| hereby certify that all the manufacturing slages of this batch of fnished product have been carried out in full comnpliance with the GMP reguiremenis of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country,

XiMiK-aHaJ I THK /3as. naSoparopicio N : AT L YosHOBXeHE 0c06a
| Analytical Chemist  7QC Lab In-charge L 25T £ Qualified Person
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