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Kuipckka ginis TOB «Kycym ®apm»
TOB «Kycym ®apy» Yrpaina, 40020, m.Cymu, Byn. Cepabina, 54
VYkpaina, 02092, m.Kuis, Tea.: +38(0542) 77-46-10, daxc: 77-46-11
BYM. AJIMATHHCHKa, 58 e-mail: plant@kusum.ua

Ten.: +38(044) 495-82-88, dakc: 495-82-87 /eﬂ.fkm f harm www.kusum,ua
CEPTHOIKAT AKQCTI
CERTIFICATE OF QUALITY
Ha3spa npoaykry: ITPEIT'AMMA, kancysu teepai no 150 mr
Name of product; PREGAMMA capsules, 150 mg
Cuna aii: [IperaGanin — 150 mr
Strength: Pregabalin — 150 mg
Cepia Ne/ Batch No.; 1002766 Posmip ynawepku / Package size;  Ne28 (14%2)
Peectp. Ne/ A.R.No.: FP/0227/24 Tua ynaxoexkn / Pack type: Bunicrep / Blister
Posmip cepii / Batch size: 499 996 kanc/caps | JarTa surotosiienns / Mfg. date:  11.2023
Kin-1e ynakosok / No. of packs: 16 852 Tepmin npuaatHocti/ Exp. date:  10.2025
Kpaina / Market: UKR
Peectpauiiine noceingennn Ne: . -
Registration Certificate No.: UA/19882/01/04 Aifcne o / valid to 04.02.2028
Ne n/n Hazpa ananisy Cnenndixanin PesynbTaTn ananizy
Sr. No. Test name Specification Test result
Onse Teepni kenaTuHoBI xamcymu posmipom NeZ 3 | Biznosinae
HEeNpa3opHMH OLUTHIMH KPHLISHKOIO Ta KOPIYCOM, HiO
MICTATL NopoINoK B4 6llore no Maibke 6inoro
! Description KonLopy- Complies
Hard gelatin size ‘2’ capsule, with opaque white
cap and body containing white to off white powder.
TaenTudikauin Hac yTpHMyBaHHA OCHOBHOIO [IKY Ha XpoMaTtorpami | Binnoeimzac
BUNPOOYBaHOTO 1 CTAHIOAPTHOIO  PO3YMHIB,
OTPHMAHHX B YMOBAX KUIBKICHOrO BH3HaueHHS
TIOBHHEH CTHBHIALATH.
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 standaid
solution as obtained under assay.
Cepenna maca BMicTy Kancynu 300 mr+ 5 % (285,0 Mr —315,0 mr) 269 8 Mr
3 Average weight 300 mg £ 5% (285.0 mg to 315.0 mg) 299.8 g
Poanaganns He 6inpue 30 xsunyy. 8 xB 55 cek
4 Disintegration NMT 30 minutes, & min 55 sec
OpHopianicTe 7030BaHMX AV<LI, ne 1.1=15,0 6,3
s OJIMHHIL
Uniformity of dosage unit Acceptance value (AV) < L1, where LI=15.0 6.3
Po3unHenHs He menme 80 % (Q) 3a 15 xBunun 59 %
6 Dissolution NLT 80 % (Q) for 15 minutes 99 %
Kinsxicve pu3nauenus 1425 Mr—157,5 Mry 1 xancyni 147,9 mMr
(850 % - 1050 % mnperaaniny Bim 3adBaeHo] _ v
~ KUIBKOCTI),
Assay 142.5 mg to 157.5 mg/capsule
(95.0 % - 105.0 % of pregabalin of the label clain§
FP/0227/24
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Knischka dinin TOB «Kycym @apm»
TOB «Kycym @apm» K Ykpaina, 40020, m.Cymu, pyn. Cxpabina, 54
Vxpaiua, 02092, m.Kuis, Ten.: +38(0542}) 77-46-10, darc: 77-46-11
BYN. AAMATHHCEKE, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, baxc: 495-82-87 /&Lﬂtm .?hﬂl’/ﬂ www.kusum.ua
Ne ai/oi Hassa ananizy Cneundixauin PeaynuraTe ananizy
Sr. No. Test name Specification Test result
Cynpoeinsi aomimku JlaktaM goMilka — He 6insme 0,2 %; He BusapneHo
IuueigyansHa HeizenTHGiKOBaRa NOMiLIKa —
He OUbrme 0,2 Y; Hipxie pista BM3HAHCHHEA
8 Cyma nomimox — He 6insiwe 1,0 %. Hiwxie piBHs BU3HAUYEHHA
Related substances Lactam impurity: NMT 0.2 %; ND
Individual unknown impurity: NMT 0.2 %; BDL
Total impurities: NMT 1.0 %. BDL
Mikpobionorivna wucrora 3araneHe  4Mcno  aepobHEX  MIKpOOpramisMim
(TAMC): we Sinvbine 10° KYO/r; <10 KYO/r
3aranbHe YMCTO APDEAKOBHX i TUTICEHEBHX TpHOIB
(TYMC): He insure 102 KYO/T; <10 KYQ/r
Escherichia coli BincyTHi/T. Bincytus
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g; <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g; < 10 CFU/g
Escherichia coli: Absent/g. Absent

BHCHOBOK: / CONCLUSION:

IIponyxt BHrOTORNEHO, YIXAKOBAHO TA NPOAHAIIIZOBAHO 3TiHO 3 BUMOraMH PeECTpalifHOrC DOCBiAYCHHA.
The product is manufactured, packed and analyzed as per requirements of Regisiration Certificate.

Bianorizae crannapram ta sumoram GMP, Ceprudikar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlineusia va BHPOOHMLTBO NiKAPChLKUX 3aco6iB: Cepiz AB Ne 598054

Licence for medical products production: Batch AB No, 598054

Hum migreepuxyto, mo Bei BHpoGHiMI cTamil 1t ui€f cepii roToBol Mpogykuii Gynu saificieni B TOBRIN pianosiakoCT! 3 BHMOIAMH, 323HAHCHHMH B SUHHIN
HacTanosi 3 GMP, 3ateep/zicenii MiricrepcTBoM 0Xopond 300poB’s Yrpaitm, i 3 BHMOramu PEECTPALLRHOTG J0CHE KPATHH NPUIHANEHHS,

Fhereby certify that all the manufacturing stages of this batch of finished product have been camied 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.

XiMik-ARETITAK ap. maGoparopicto BKS | Hauansnuk BKS YooBHOBaxKeHa ocoda
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
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