Kuigchka diain

TOB «Kycym ®apm»
Ykpaina, 02092, m.Kuis,.
BYIL. AIMaTHHCEKA, 58

Ten.: +38(044) 495-82-88, draxc: 405-82-87 Koesine Phavm

e

TOB «Kycym Mapm»

Yxpaiua, 40020, m.Cymu, pyn. Ckpadina, 54
Ten.: +38(0542) 77-46-10, thaxc: 77-46-11

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

 _CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazsa npo,-t[yldy: |

Name of product:

| HPEFAMMA, KarcynaH TBEpai o 75 Mr
PREGAMMA capsules, 75 mg

Cuna Jit;

[Tperabanin — 75 mr

Strength: Pregabalin — 75 mg
Cepist No/ Batch No.: 1002764 | Posmip ynakoskn / Package size: Ne28 (14x2)
Peccrp. Ne / AR No.: FP/0222/24 Tun ynaxosku / Pack type: bnicrep / Blister

Posmip cepil / Batch size:

499 996 xanc/caps | Mara BrroroBnenns / Mfg. date:  11.2023

Registration Certificate No.:

Kin-te ynakosok / No. of packs: 16 392 Tepmin npunarnocri/ Exp. date:  10.2025
Kpaiuna / Market: UKR
{ Pecerpantiitne mociguenin Nei 11/ gee0 01 /04 mificre 10 / valid to 04.02.2028

[ Ne n/n Haszgpa ananisy Crneuundiraiis PesynbrarTa ananisy
Sr. No. Test name Specification Test result
Onuc Tsepat sxenmaTuHOBI xancynau possipom Ned 3 | Bignominace
KOPIyCOM Ta KPHIIKOIO OLIOTO KOIBOpY, LU0 MICTATD
MOPOILOK BII OUIOro A0 Makxe OUIOrg KoIsopy.
1 Description Hard gelatin size ‘4’ capsule, with white cap and | Complies
white body containing white to off white color
powder.
IﬂeHTHq}iKaﬁiﬂ Yac yTpUMyBaHHS OCHOBHOFO lmcy Ha xpomamrpam BinﬁUBiﬂée |
BUMPOOYBAHOrO i CTAHZAPTHOrO  PO3YMHIB,
OTPUMAHMX B YMOBAX. KiNbKICHOIO BH3HAYEHHS
NOBHHEH CTiBMANATH.
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.
CepeaHs Maca BMicTy K&I]Cl}."ﬂﬁl 150G Mr £ 5 % (1425 Mr— 157,5 mr) 154,1 mr |
3 Average weight 150 mg + 5% (142. 5 mg to 157.5 mg) 154.1 mg
Posnaganns He 6inb1ue 30 XBHITUH. 8 xB 18 cex
4 Disintegration 'NMT 30 minutes. 8 min 18 sec
ODHOPIAHICTD NO30BAHIX AV<LI, ne LIIIS,{} 2.3 |
5 ONMHULB -
Uniformity of dosage unit | Acceptance value (AV) < L1, where L1=15.0 2.3
Pozynyenns | He menwe 80 % (Q) 3a 15 xBuiuH 101 %
6 Dissolution NLT 80 % (Q) for 15 miristes 101 %
' 7’1,3 MF— 78,8 Mr y 1 kancyni

(93,0 % - 105,0 %% snporalawuny sty sesncnul

KUTBKOCTI).

71.3 mg to 78.8 mgfcapsule

76 72 M
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Escherichia coli: Absent/g.

Ne ni/is Ha3zpa ananizy Creuudixauis PesynbTaTy ananizy
Sr. No. Test name Specification Test result
CynposigHi noMinrku JakraMm gomiinka — ue 6inelie 0,2 Y%; He Buarnero
[HauBITYyanEHa HelneHTH(IKOBAHA JOMIIIIKA —
He 6inpire 0,2 %: 1 0,095 %.
g CyMa nomitok — e Ginesiue 1,0 %. 1 0,095 %
Related substances Lactam impurity: NMT 0.2 %; ND
Individual unknown impurity: NMT 0.2 %; 0.095 %
Total timpurities: NMT 1.0 %. 1 0.095 %
Mixpofionoriyua ukcrora 3aranpHe  yueno  aepobHUX  MIKpoOpraHi3MiB
(TAMC): ue 6inpe 10° KYO/T; <10 KYO/r
3arajibHe YHCIO HPLRAKOBUX -1 TUliceHEeBHX rpHOIB
(TYMC): e 6inpe 107 KYO/r: <10 KYO/r
Escherichia coli BigcyThi/T. BincyTns
4 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10 CFU/g; < 10.CFU/g
- Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g;- <10 CFU/g
Absent

BUCHOBOK: / CONCLUSION:

IIpoAyKT BUrOTOBAEHO, yNIAKOBAHO T4 TPOAHATIZ0BAHO 3T1,1HO 3 BUMOTaMH PeecTPallifiHoro MocBinuen s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bianoginae craHaaptam ta Bumoram GMP.

It complies with GMP standards and requirements.

JliLeH3is Ha BHPOSHUUTBO NikapchKuUX 3ac06iB:
Licence for medical products production:

CepTHgikaT Ne 080/2023/GMP
Certificate No. 080/2023/GMP
Cepia AB No-598054

Batch AB No. 598054

LM nurrBepDKyio; wo Bei BupoGHuui cralii ;s wicl cepii. roTosot NpoAYKiT Synu 3aificHeHi B NOBHIM. BUNOBLIHOCT] 3 BHMOTaMH, 383HAYEHHMH B YHHHIH
HacTanoB 3 GMP, 3ateepokenif MinicTepcTBOM OXOPOHH 370DOB’ A YpaiuK, i 3 BUMOTaMY PEECTPALLIHON0 AOCHE KpatHi MPHINAYCHHS.

| hereby certify that all the manufacturin iwes.
-Ministry of health of Ukrzine and with4k Phcindd

XiMik-anamitux ,—.33.3;_313.501331‘0])@}0 BKS | Hauanchuk BKSI VnoeHoBaxeHa 0c06a
Analytical Chemist T QC Lab In-charge ‘QC Head Qualified Person
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