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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
HazBa npoayxry: HPETAMMA, xancyns teepai no 75 mr
Name of product: PREGAMMA capsules, 75 mg
Cuana pii: IMperabanin — 75 Mr
Strength; Pregabalin — 75 mg
Cepist Ne/ Batch No.: 1002764 PoxMip ynaxoskn / Package size:  Ne28 (14x2)
Pecctp. Ne/ A R.No.: FP/0222/24 Tun ynaxobxu / Pack type: Enictep / Blister
Poamip cepii / Batch size: 499 996 kanc/caps | MaTa eurotopnenss / Mfg. date:  11.2023
Kin-1b ynakosok / No. of packs: 16 392 Tepmin npuaaThocti / Exp. date:  10.2025
Kpaiua / Market: UKR
Peeerpaniiite noceiguenns Ne: . .
2
Registration Certificate No.: UA/19882/01/03 difche Ao / valid to 04.02.2028
Ne r/m Hasgpa ananisy Creundirania PesynnraTn ananizy
Sr. No. Test name Specification Test result
Onue Teepat swematmmoBI Kamcyou posmipom MNed 3 | Bimnorinae
KOpITYCOM Ta KPHIIKOK GUIOTO KONLOPY, WO MicTATh
MOpOILIOK Bia Oioro no Maibke GLIOro Konsopy.
! Description Hard gelatin size ‘4’ capsule, with white cap and | Complies
white body containing white to off white color
powder.
Inentudixania Yac yTpHMyBaHHS OCHOBHOFO MKy HAa XpoMarorpami | Bignosizae
BUMPOOYBAHOrO i CTAHIADTHOIO  POSYHMHIB,
OTPHMAHHX B YMOBaX KiNbKiCHOrO BH3HAYEHHA
NOBHHEH CBIALATH.
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.
Cepeaus Maca BMicTy xancynu 150 mr =5 % (142,5 Mr — 157,5 mr) 154,1 mr
3 Average weight 150 mg = 5% (142.5 mg to 157.5 mg) 154.1 mg
Posmananns He dinblue 30 XBHIUH. 8 xB 18 cex
4 Disintegration NMT 30 minutes. 8 min 18 sec
OnHOpIAHICTE 1030BAHIEX AV=<L], ne Li=15,0 2,3
5 ONHHULE
Uniformity of dosage unit Acceptance value (AV) < L1, where L1=15.0 2.3
Pozunnenss He mentne 80 % (Q) 3a 15 xaunusg 101 %
6 Dissolution NLT 86 % (Q) for 15 minutes 101 %
KinbxicHe BHsHaYeHHA 71,3 Mr—78,8 Mry 1 kancyni 76,72 mr
(95,0 % - 1050 % uporalaniny sin sownenol | (LB
- xinpkocti). .
Assay 71.3 mg to 78.8 mg/capsule
{95.0 % - 105.0 % of pregabalin of the label claim)
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Ne n/n Hazea ananizy Crneuudikauin PesynbTaTh ananizy
Sr. No. Test name Specification Test result
Cynporiani moMinuky Jaxram nomiika — ye Outslue 0,2 %; He srsBieno
[naueinyancna neifenTHDiKOBARA NOMIIIKE —
He 6inpiue 0,2 %; 0,095 %
8 Cyma gomitmox — ne Guteiue 1,0 %. 0,095 %
Related substances Lactam impurity: NMT 0.2 %,; NI
Individual unknown impurity: NMT 0.2 %; 0.095 %
Total impurities: NMT 1.0 %. 0.095 %
Mikpo©ionoriyua ykcrora 3aramene  umcno  aepofHEX  MiKpoopraHisMis
(TAMCY): e Ginswe 10° KYO/T; < 0 KYQ/r
3aransHe 9HCNO HpDRAKOBHX | WwiiceHeBUX rpHlin
{(TYMC): e Bipime 107 KYO/r; < 10 KYOir
Escherichia coli BigcyTnifr. Bircytns
? Microbiological purity Total acrobic 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:

[TpoayKT BUIrOTOBNEHO, YTAKOBAHO T4 IIPOAHANI30BAHO 3TiTHO 3 BUMOTaMK peccTpaiifHOre NOCEiTYEHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binmosinae craHaaptam Ta Bumoram GMP.

It complies with GMP standards and requirements.

JliueH3ia Ha BHPOGHUUTBO Nikapebkux 3acobin:
Licence for medical products production:

Ceprudikar Ne 080/2023/GMP
Certificate Ne. 080/2023/GMP

Cepis AB Nz 598054
Batch AB No. 598054

LM nixreep/pxyto, mo gci BupoGumui cranii s nici cepii FoToBot npoaykwii Gynu saificHeri & NOBHIH BLANOBLAHOCT] 3 BHMOTAMH, 3A3HANEHHMH B YXHHIH
HacTanobi 3 GMP, 3arsepmreniit MinicepcTsoM oxoponu 310pos™s Yxpaiiy, i 3 BUMOTaMH PECCTPALIBRONO JOCHE KpATHH IPHIHAUCHAS.

I hereby certify that all the manufacturin STy
Ministry of health of Ukraine and witl-the ;

Laez;r;@- -
5oz 33595007

ch of finished product have been carried out in full compliance with the GMP requirements of the
e Marketing Authorisation file of the destination country.
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Analytical Chemist 1 QC Lab In-charge
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