Kuiecexa ¢inis

TOB «Kycym Papy»
Ykpaina, 02092, m.Kuis,
BYN. AJMaTHHCBKA, 58

Ten.: +38(044) 495-82-88, (pakc: 495-82-87

Kusum Pharm

o,

TOB «Kycym ®dapm»

VYrpaina, 40020, m.Cymu, syn. Ckpsadina, 54
Tea.: +38(0542) 77-46-10, daxc; 77-46-11

e-mail: plant@kusum.ua
www.kusum,ua.

- CEPTHOIKAT AKOCTI

'CERTIFICATE OF QUALITY

”“H.asna ﬁ'pdi{ymy':
Name of product:

HPET' AMMA, kancynu teepai no 150 mMr

PREGAMMA capsules, 150 mg

Cuna nii: Iiperabaniu — 150 mr

Strength: Pregabalin — 150 mg

Cepiss Ne / Batch No.: 1002766 Posmip ynakosku / Package size: Ne28 (14x2)
Peectp. Ne/ A R.No.: FP/0227/24 Tua ynaxkosxku / Pack type: Bnicrep / Blister

Poamip cepii / Batch size:

499 996 karnic/caps | Jlara BuroToBienusn / Mfg. date:  11.2023

Kin-T ynakosok / No. of packs: 16 852 Tepmin npugathocti / Exp. date:  10.2025
1 Kpaiha / Market: UKR
peccTpamiiiie NOCBUIEHHS Ne: ()1 1000001 104 nidicue 10 / valid to 04.02.2028

|_Registration Certificate No.:

Ne n/n Ha3zga anaJisy Crnenundiranin PesyabTaTs anamisy
Sr. No. Test name Specification Test result
| Onuc Teepm >keraTHHOBI xancynd posmipom Ne2 3 | Bimnoeinae
- HENIPO30PHMH OLTHUMH KPHILEYKOIO Ta KOPIYCOM, HIO
MICTATL NOPOINOX Bix 6inoro no Maibke 6inoro |
Description KOMOPY | Complies
Hard gelatin size ‘2" capsule, with opaque’ white
| ‘cap and body containing white to off white powder.
IﬂeHTﬁqﬁkauiﬂ - qac_}’T'p.HM}’BﬂHHSI OCHOBHOI'O [TIKY Ha XpOoMaTorpami Biznosinae )
BUNpOOYyBaHOTO 1 CTAHAAPTHOrO  PO3YMHIB,
OTPHMaHUX B YMOBaX KUIBKICHOIO BH3IHAaYEHHS
NOBHHEH CIBALATH.
2 Identification The retention time of the major peak in the | Complies
chromatogram of sample solution corresponds to that
of the major peak in the chromatogram of standard
solution as obtained under assay.
Cepenns Maca BMIiCTy Kancyim 300 mr+ 5% (285,0 mr—315,0 mr) 299 8 Mr }
3 Average weight 300 mg = 5% (285.0 mg to 315.0 mg) 2998 myg
Po3nazanHs He 6ins1ue 30 xBUAMH. | 8 xB 55 cek
4 Disintegration NMT 30 minutes. & min 55 sec
OaHOpPiAHICTE [030BAHHX AV<L]i, e L1=15,0 6,3
5 OJIUHHITb
Uniformity of dosage unit Acceptance value (AV) < L1, where 1.1=15.0 6.3
Po3uuHeHHs He menie 86 % (Q) 3a 15 xsunun ” ) 99 %
6 -y 3 :
Dissolution NLT 80 % (Q) for 15 minutes 99 %
' 1425 Mr —157,5 Mry 1 xancyni 14;?;9 MT
(950 % - 1050 % mnperaGaminy Big 3agbicHOl | (G856 0Ny,
Y ¥ K-‘J-]r *ll'

KiNBKOCTI).

| (95.0 % - 105.0 % of pregabalin of the label clain

142.5 mg to 157.5 mg/capsule
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Ne n/nn Hassa ananiay Cneuudikauis PesynuratH ananisy
Sr. No. Test name Specification | Test result
CynpoBigHi poMilnku JlakTaM jomiuika — He outeire 0,2 %;: He BuaBneHo
IHaMBiEyansHa HeineHTHikoBaHA JOMILIKAE —
re Guibiie 0,2 %; Hipxue pisHS BH3HAYCHHA
3 Cyma goMilok — He 6uibiue 1,0 %. Hipxie pieHs BUSHA4EHHS
| Related substances Lactam impurity: NMT 0.2 %; ND
Individual unknown impurity: NMT 0.2 %: BDL.
Total impurities: NMT 1.0 %. BDL
Mikpobionoriuna yycrora 3araibHe  UMCIO  aepOBGHMX  MIKpOOPraHi3MiB
{TAMC): ne Ginbine 10° KVO/r; <10 KYO/r
JaranbHe YMCNo APIKIDKOBHMX 1 MmiceHeBux TpubiB
(TYMC): ne 6inbe 102 KYO/T; <10 KVO/r
Escherichia coli BincyTHi/T. BincyTHs
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g; <10 CFU/g
Total combined yeasts/moulds count. (TYMCOC):
NMT-10? CFU/g;. <10 CFU/g
Escherichia coli: Absent/g. Absent

BUCHOBOKX: / CONCLUSION:

TIponyxr BHroOTOBIEHO, YITAKORAHO Ta NPOAHANIIOBAHO 3TiAHO 3 BUMOTAMH PEECTPALiHHOTO TIOCBiTIEH s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP
Cepin AB Ne 598054

Batch AB No. 598054

Biamosijae crannapram ta sumoram. GMP,
It complies with GMP standards and requirements.

Jlineusis Ha BUPOGHMIITBO Nikapcbkux 3acobis:
Licence for medical products production:

Llum MATBEPAKYIO, MO BCi BHPOOHHUI CTAmIT Ans LIET CEPil rOTOBOT TipGAYKIT Gy nu 3aificHeni B HOBRIY . BIARGELAROCT] 3 BHMOraMH, 3a3HAYCHHMH B YUHHIN
HacTaHosi 3 GMP, 3ateepmkeniti MiHiCTepCTBOM OXOPOHK 310p0B°S YKpainuy, i 3 BUMOT aru PEECTPALLIMHOTC A0CHE KPATHH NPH3HAMEHHSR,

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