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Ten.: +38(0542) 77-46- 10, t:bascc 17-40-11

CEPTH®IKAT SKOCTI
CERTIFICATE OF QUALITY

Registration Certificate No.:

unlimited validity

Hassé npoayxry: ABPOJI® SR, Tabnetru TIPOJIOHTOBAHO! AiT 3 35 2 _’q 5
Name of product: ABROL® SR, sustained rclease tablets .4 h_n
Cwaa aii; AmGpoxcony rigpexnopua — 75,0 mr =
Strength: Ambroxol hydrochloride — 75.0mg

Cepin Mo/ Batch No.: SAF1001] Posmip ymakosku / Package size:  Nol( (10x1)
Peecrp. Ne/ A.R.No.: FP/0070/21 Tun ynakonku / Pack type: Bnicrep / Blister
Paamip cepii/ Batch size: 400 000 Tab/tab Harta puroronnenns / Mfg, date:  01.202]

Kin-re ynakosok / No. of packs: 20 000 Tepmin npuaatuocyi / Exp. date:  12.2023

Kpaiuna / Market: UKR

Peccrpauiline nocsigwenna Ne: UA/9928/03/01 TepMiH Al HeoGMexeHn i

Nen/n Hasna ananizy Croeunplicanis PesyarTary ananisy
Sr. No. ‘Test name Specification Test result
Omncanue Kpyravre, asosxossinyxasie tabnerkn 6enoro usera, | CooTBercrBycT
| raazxue ¢ obeix cropos,
Description White, round biconvex taklets, plain‘on both sides, Complies
Haenmduxauma Bpemena ymepwusanus ocHoBHOro mnuxa  Ha CooTtsercTeyer
XPOMATOrpamMmax.  HCNMHTYEMOro  pactsopa M
pacTBopa CpaBHGHHA, TIOTYIEHHEIX npu
KONMHCCTBCHHOM ONPERENCHUH, AOTHE] COBNIANATS.
Z Identification In Assay, the principel peak in the chromatogram | Complies
obtained with test solution has the same retention
time .as the principal peak in the chromatogram
obtained with reference solution.
ORHOpONHOCTS AOIMPOBAHHEIX AV<L1 (L= 135) 5,0
3 EAHHHL
Uniformity of dosage units AVEL] (L1 = 15) 5.0
Pacteopeune 35 % - 55 % or 3amBnenHoro xommuectsa yepes-2 | A8 %-54'%
Haca.
60 % - 90 % oT 3asBreHHOr0 KONMucCTER: qepea 6| 63 %-50%
HaCcoB.
He Menge 75 % OT'3a9BNEHHOIO KOTHYeCTBa yepes | 90 %
12 YacoB. _
4 He Menee 85 % OT namBNEHHOrO KONHYECTBA uepes | 97 %
16 uacos,
Dissolution 35% - 55 % of LC after 2 hours. 38 %-54 %
60'%-- 90 % of LC after 6 hours, 63 %-90 %
NLT 75 % of LC after 2 hours. 90 %
NET 85 % of LC after 16 hours. 97 %
Conytcrrytomue npamecn Jeoban eivuyiunad mumMecs — ne.Gonee 0,2 %. 0,007 %
' Cymia npumeceit — ne.Gomee 1,0 %. 0,014 %
> Related substances NMT 0:2 % of any individual impurity. 0.007 %
NMT 1.0 % of total’ of impuriiies. 0.014 %
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I ; Ten.: +38(0542) 77-46-10, darc; 77-46-11
. e-madenlani@kusum.ua
Kicsure Pharm :

Ne ni/ni Ha3zna ananizy Cnenngixanis u% (-‘-‘ ]
Sr. No. Test name Specification =
- | KomtiecTsennoe onpesienenne Or 71,25 Mr 210 78,75 Mr amBpoxcona riapoxtopyig -
5 1 Tabperxe <
6 (95,0 % - 105,0 % oT 3asenesmoro KOIHYCCTER),
Assay 71.25 mg 10 78.75 mg of Ambroxol Hydrochioride 74.07 mg
per tablet (95.0 % - 105.0.% of LC). {98.8 %)
Mukpo6Bronoriueckas uncrora O6wee  wicno  a3pobHuX  MuKpoopranuason
(TAMC) - ne 6onee 103 KOFE/r. <50 KOE/r
Obmwee uncno ApOMKEBEIX H MUCCHEBRIX TrprBon
(TYMC) - ue Gonee 102 KOE/T. <50 KOE/r
‘Orcyrersne Escherichia coll 61 r npenapara. OtcyTereyer
i Microbislogical purity Total-aerobic microbial count (TAMC):
NMT 10 CFU/g, <50 CFU/g
Total combined yeasts/moulds count (TYMC);
NMT 10* CFU/g. <50 CFUrg
Escherichia coli must be absent per | g, Absént
NI

BHCHOBOK: / CONCLUSION:

Mpoayxr BHIOTOBNEHO, yNAKOBAHO Ta MPOANANIZOBAHO ITIAHO 3 BHMOI8MH PEECTPALINHOTO NOCBIAYCHES,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceprudikar M 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Lumt 23aceiguyro, uo Hasenena BHULE iHGOpMAniA € AocTesipHoro Ta Tousoie. 16 cepio Aponyx LIl Oy 10 BHpobaeno. (Bkalouaouw DaKyBaHHA/MEpPXYBAHA) T2
MPOBEACHY KoHTpons i AKOCTE HA BHLISIaIAAYeHIA TiALK y"nnnniﬁ.éianeninnucﬁ 3-.siistoramin GMP, BCTRHORNCHMAMK MicLeRyM PECYASTOPHIM OProHOM, a
TAKOX RIANOBIAHO N0 chenwudikauifi, wo MicTATBCA Yy petcrpawifiomy nocse aGo TOProBifl niueHai} kpaimi-BupoSHika 2o xpatum-iMnopTepa, sxwmo
npaz;yxui}oiwmopmganc, 480y nocke CCUHDIKaLIA HA PerapaT ATn AdcniIKysHOTo AiKapcLkore acoby. IpoToxonn BUPOSHALTES, NEkYBuMHA Ta aHALiTiB
Byno:nepernnyToTa scTancsnens BiAN0s tuicTs GMP.

Binnosizae craunapram 1o simoran GMP.
It complies with GMP standards and requircments.

Jiuenaia va supobuuureo nixapcx,mx_ 3acobig:
Licence for medicgl products production:

[hereby confim that the above mehtioned information s authentic gnd accurate, This batch of the product was manufactured (including packing/marking) and
its quality.conirol was performed al ihe site mentioned above in full concordance. with the.requiremnents 6f GMP imposed by local regulatory aulhority as well as
according 10 the specificalions included in the registration: dossier or the tade licence -6f a manufacturer counlry or importing country il the produc was
imported, or in the dossier of product specifications Tor the examined drug product. The protocols of. manufacluring, packing and analyses were reviewed and
approved in'complying with GMP, . '
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Analytical Chemist +OQC Lab In-charge QC Head Qualified Person
Ims/Name: %&w CLE- 'é'fi_go;;_un_m ) paa"“ \La""‘“h f,%gar{tmﬁi&é‘x?f (fly
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