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Haspa npoaykry: ABPOJI®, cupon; 15 My/SMi \\ \ R 2
Name of product: ABROL®, syrup, 15 mg/Sml CPPTMmmImB
Cura aiy: Awmbpoxcoiy Tinpoxnopir ~ 15,0 Mr/Sma \\
Strength; Ambroxol hydrochloride — 15.0 mg/5ml Uy
Cepist Ne/ Batch No.: SADA4003 Poamip ynaxopwu / Package sizer  100.-mn/ml T
: . . . T Prrakon Nel i3 cxora /
Peectp. Ne/ A.R.No.: FP/0436/24 Tun ynaxosku / Pack type: Glass bottle No.1
Po3nip cepii / Batch size: 1000 nitpip/liters | Hata surorosnennsn / Mfg. date:  07.2024
Kin-th yakesok / No. of packs: 10 000 Tepmin npuaathocti/ Exp. date: 062027
Kpaiua / Market: UKR
Peecrpauiiine nocsiguenns Nes TepMin Bl HeoOMexeHuH
Registration Certificate No.: UA/9928/02/01 unlimited validity
Ne n/nt Hazpa ananizy Crueundicanis PesynanTaTn ananisy
Sr. No, Test name Specification Test result
Omec Big 6esfapbHOro 1O Snerka JKOBTOro BimTiBKy | Biamosinae
! nposopuit crporr,
Desoription Clear, colourless to light yellow syrup. Complies
InenTudikanis “Yacy yIpuMysanHs miKin amGpoxcosy rinpoxnopuny | Biamosinae
i kncnotn  OewzoMuol  HAa  xpomarorpamax
punpoGoByBaNOre i CTAHEAPTHOrO  posYMHiB,
OHEPXARMX IpH KinsKicHoMy BH3MaueHHi, NOBMHHI
cnipnanaTy.
2 Identification In the Assay test, the retention time of the peaks | Complies
corresponding to Ambroxol Hydrochloride and
Benzoic acid in the Test solution matches with the
retention time of the .peaks cormresponding to
Ambroxol Hydrochloride and Benzoic acid
obtained with Standard solution:
Tycruna Bix 1,10 r/mn go 1,20 r/mn 1,12 r/mn
3 Density 1,10 g/ml to 1.20 g/ml 1.12 g/ml
OnsopinuicTs Macu H03, 1o He 6inblie f80X IHIMBIRYATLHAX Mac BLINAOTECE | Bin - 2,4 % 0 2,6 %
BHTATAIOTECH 13 GaraTono3osux sin cepennboi Macy Gisbie AK Ha 10 %. Iipu wbomy
KoHTeliepis HOMHA (HIMBIAYATEHA Maca O3 HE Mae BILXMIATHCK
" Bix cepenyboi Mack Ginsie Sk Ha 20 %
4 Uniformity of mass of delivered Not more than two individual masses deviate from | - 2.4 % t0 2.6 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %
pH Bin 2,5 803,5 3,0
S| pH 251035 3.0
Cynposingi xomimky He 6inbuze 0,5 % inausinyansiol ToMiniky, 0,360 %
He 6Gimpure 1,0 % cymn HoMitIoK. 0,385 %
6 Related substances NMT 0.5 % of individual impurity. 0.360 %
NMT 1.0 % of total impurities. 0385 %
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Kunincnra dimis i TOB «K;
_ . yeym: bapm»
TOB «Kycym Dapm» K Ykpaira, 40020, m.Cymn, syn. Cxpabina, 54
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-Ne n/n Haspa ananisy Cregndikanis PeayanrTaTh aHanisy
Sr. No. Test name Specification Test result
' Kinbkicue BiH3HaveHHs AmOpoxcony rigpoxsopnay — six 95 % no 105 % | 98,1 %
Bif saspenoi kiskocTi,
Kucriotn Gensoitnoi — six 95 % no 105 % sin | 96,6 %
7 3aABJICHON KiIbKOCT,
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 98.1 %
claim.
Benzoic acid: 95 % to 105 % of label claim. 96.6 %
MikpoGionoriyna wucrora SaranpHa KUILKICT aepobHmX  MikpoopraHizmis ‘ ’
{TAMC) — ne Ginsnre 102 KYO/Ma. < 10 KYO/mn
SaranpHa Kimskicrs DPDKIXOBMX T4 IUCEHeBHX
rpu6is (TYMC) ~ ne 6inbiue 10 KYOAn. <10 KYO/Mn
Bipcyraicts Escherichia coli B 1 Mu npenaparty. Bigcyrnsa
8 Microbiological putity Total aerobic microbial connt (TAMC):
NMT 10% CFU/ml. < 10.CFU/ml
Total combined vyeasts/moulds count (TYMC):
NMT 10! CFU/mLl. <10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent
BUCHOBOK: / CONCLUSION:

TIpoAyKT BUIOTOBNEHO, YNIAKOBAHO T4 IPOAHANIZ0BAHO 3riHO 3 BUMOTaMH PeEcTPaliifiHoro TIOCBIIUeHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizae cranaapram ta BuMoraM GMP. Ceprudixar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensia Ha BUPOGHHLTBO iXapehKux 3acobin: Cepist AB Ne 558054

Licence for medical products production: Batch AB No. 598054

Lin DiETBepUKYIO, 160 BC BHpoGIY cTanii Ana uiel cepii rotonol npoiykuil Gy axilicueni B noBHIN BIANOBIAROCT] 3 BUMOraMy, 3A3HAUCHIMH B THHRIA
HACTaHOBI 3.GMP, 3ataepmrenii MiHicTepcTso oxopoiiy 300pon’s YKpAiHW, | 3 BHMOraMH PeCCTPALLifHOTO 0CEE XPATHI NPHIHAUEHIA.

1 hereby 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
Ministry of health of Ukraine and with the requirements of ‘the Marketing Authorisation file of the destination country..
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