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CERTIFICATE OF QUALITY

Haiea npogykry;
Name of product:

ABPQJI® SR, xam::yﬂn 3 IPONIOHIOBAHOO A€o, to 75 mr
ABROL® SR, sustained release capsules, 75 mg

Cura nits

AmbBpoxeony rixpoxiopun — 75,0 mr

Registration Certificate No.:

Sirength: Ambroxol hydrochloride — 75.0 mg

Cepis Ne/ Batch No.: SAV3011 Posmip ynaxonwu / Package size;  NeIO (10x1)
Peectp. Ne / A R.No.: FP/0516/23 Tun ynaxopxn / Pack type: Brictep / Blister
Poawmip cepil / Batch size: 150 000 kanc/caps | Jara srrovoniensst / Mfg. date:  06.2023

Kist-Te ynakorox / No, of packs: 15 000 Tepmin npuparnocri / Exp. date: 052025

Kpaiua / Market: UKR )

PeccTpauliiie ROCBERNS No: 1y 00501001 TepMin afl 1o / valid to 13.01.2027

Ne n/n
Sr. No.

Hasga ananisy
Test name

Criettnixatis
Specification

Pesynerari ananizy
Test result

Onuce

Descriptien

Henposopi xancynu 3 xoprycoM xpemono-6iioro
KONBLOPY '| KPHINEYKCIO XPeMoBo-Ginore xonkopy,
O MICTATE NOPOLIOK 61I01C KONLOPY.

Opaque capsules with creamy white body and
creamy white cap filled with white coloured powder.

[nenmugixauis
AMBpOKCONyY TiZpOXIOpHa

THrany JOKCHR

Identification
Ambroxol hydrochloride

Titanium dioxide

A. Ha xpomatorpavi BHApoGoBYBaHOTO posunmy,
omepxKanii y Baupofyeanni «Kinbxicue susua-
YEHHS», YAC YTPHMYBaHME OQCHOBHOre Rnika Mac

CIIBIAAATH 3 JacOM YTPHMYBAHHS OCHOBHOrO Mika

Ha XpOMATOIpaMi PO3YHHY NOpiBHAYHA.

B. Onpasy % 3’ ABIS€ThCS 3aBapBIeHHS KOBTOTQ KO-
NL0pYy.

A. In Assay, the principal peak in the chromatogram
obtaiiied with the test solution has the same retention
fime as the principal peak in the chromatogram ob-
tained with the standard solition,

B. A yellow colour develops immediately.
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10-30 % B1a sasBrenol kiEKocT aMGpokcony rin-
poxaropany wepes 1 roguRy,

25-45 % Bin 3amBreHol KiNbKOCTL aMOpOKcOTY Tij-
poxXnopHiy Yepes 3 roguny;

45-65 % Bin 3asaBreHol KUIBKoCTi aMBpokcony Iip-
pOXNOpRLY uepes 7 roauy;

3aranbHe BUBINBHERHA 3as851eHOT KinbkoCTi amMbpo-
KCOY MiIpOXTOPULY Yepes 7 romdH > 45 %,

10-30 % of the labeled claim of Ambroxol hydro
chloride after 1 hour, _
25-45 % of the labeled claim of Ambroxol hydr§

chloride after 3 hours. <
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17-21%
35-40%

55-64 %
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Ne i/ Ha3pa ananisy Cuenudicaiis Pesyavrari ananizy
Sr. No, Test nanie Specification Test result
45-65 % of the labeled claim of Ambroxol hydro-
chloride after 7 hours, 55-64%
Total release of the labeled claim of Ambroxol hy-
~drochloride after 7 hours > 45 %. 39 %
OnxopljiicTs JO30BaHHX AV< L1 (L1=15,0) 3,7
y OZMHEHIIDb
Uniformity of dosage units- AV<LI (L1=15.0) 3.7
Cynposifdi 1oMiltKu Ambroxol impurity B — se 6insine 0,20 %. Huzkye piBHA pisHavenis
Eyab-gxa OIURHYHA HEBIAAOMA J0MIIKA ~ He Dinsue
0,20 %. Hyxye pipHA BH3HAYEHIA
g Cyma noMimox — ne 6insuie 1,0 %. Hipeoie piBHs BU3HAYCHES
Related substances Asmbroxol impurity B: NMT 0.20 %. BDL
Any individual unknown impurity: NMT 0.20 %. BDL
Total impurnities: NMT 1.0 %o, BDL
Kinskiche BasHauenss Bin 95,0 % no 105,0 % Bix 3aaBneHO! KiNbKOCTI aM-
Bpoxcony riipoxnopHRY B 04HiE Kancynl. 97,3 %
: Assay 05.0 % to 105.0 % of the labeled e¢laim of Ambroxot | |
hydrochloride per capsule. 97.3 %
Mixpofioioriyna uncToTA JaranpHe  4UCAO  aepobHMX  MIKPOOPraHisMis
(TAMC) — ge Gimsine 102 KYOIT, <350 KYOhr
3aranbie YHCHo APHKIDKOBIX Ta nAlceHeBuxX rpubin
(TYMC) — ne Ginsie 102 KY O/, <50 KYO/r
Bipcyruictys Escherichia coli B 1 r npenapary. Biacyrhs
L Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <350 CFl/g
Total combined yeasts/monlds count (TYMC):
NMT 102 CFU/g. <50 CFU/g
Escherichia colimust be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

Ilpoayxr Buroropieno, ynakosano Ta NpoaHanisoBaHe 3TN0 3 BUMOTAaMH DECCTPANINHOIO nocBiNyeHsy,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosiaac crapgapram Ta sumoram GMP.

It complies with GMP standards and requirements.

Jiinensia Ha upOGHINTBO JUKaPCLKHX 3acobin:
Licence for medical products production:

Ceprudikar Ne 009/2020/GMP
Certificate No, 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 508054
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iy miaTsepivkyto, 10 8¢i BupobyNyi cranil anst Mici cepil roTosoel npoaykiil Gy 3aikicHeni B moplifl BIOBIAROCTT 3 BUMOrAMY, JA3HAUCHIAMIS B EHHIH
Hacranos: 3 GMP, 2atsepiwenili MiRICTCpCTBEOM OXOPONHM 3ACPOB’A YKpAiHK, | 3 BUMOTANH PEECTPAIHINOND A0CHE KPalHi NPHIHAYCHAS,

] I%cmby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Muustry of health of Ukraine and with the requirements of the Markoting Authorisation file of the destination country.
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| Analytical Chemist
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QC Lab In-charge
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QC Head Qualified Person
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