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CEPTHDIKAT AKOCTI

CERTIFICATE QF QUALITY

Hazga npogyrry:
Name of product:

ABPOJI®, enpon, 15 Mr/SM.ﬂ
ABROL®, syrup, 15 mg/5ml

Cuna nii:

AmBpoxrcany rinpoxnopua — 15,0 mr/Sma

_Strenpth; Ambroxol hydrochloride ~ 15.0 mg/Smi
Cepin Ne/ Batch No.: SAD300] Posmip ynaxoskn / Package size: 100 mn/ml
: ) N o ; . Prakon Nel i3 ckna/
Pecerp. Ne/ ARNo.: FP/0016/23 Tun ymaxosku / Pack type: Glass bottle No.1
‘Poamip cepii / Batch size: 1000 nirpin/liters | dara sarorosnesms / Mig. date: 01,2023
Kin-Ts ynaxosox / No. of packs: Tepmin npupariocri/ Exp. dater 12,2025

Kpaiia / Market:

Peectpaniiine nocsinuenus Ne:
Registration Certificate No.:

UA/M928/02/01

TepMin ail HeoOmemennit
unlimited validity

Ne ni/ni Hazna ananizy Cneumbixauin Peayasrarn anagizy
Sr. No. Test name Specification Test result
{ Onue Bin Oesbapsuoro no 3nerxa sxosroro siarinky | Bignosigac
| NPo3OPHI CHpOH.
Description Clear, colourless to light yellow syrup. Complies
InenTidixanis Hacy yTpuMyBsanna mris am6poxcony rigpoxsopnay | Bianorinae
i xmemorn  Gewsofimoi  ma. Xpomarorpamax
BUNpoGOBYBAHOrO 1 CTBHAAPTHOrO PO3uHHiB,
OHEPMANIX TIPM KITRKICHOMY ‘BH3HAYCHHI, NOBMHHI
CHIBRARATH,
2 Tdentification In the Assay test, the retention time of the peaks | Complies
corresponding 1o Ambroxol Hydrochloride and
Benzoic acid in the Test solution matches with the
retention timé of the pedks corresponding ‘to
Ambroxol. Hydrochloride and Benzoic acid
obtained with Standard solution.
| Tyeruna Bin 1,10 r/mo jo 1,20 v/mn 1,12 r/vn
B Density 1.10 g/ml'to 1,20 g/in} 1.12 g/mi

OnHopinuicTs MAcH K03, 11
BHTAFAKTHECH 13 BaraTonososmx

He Ginbire ABOX (HAMBIAYANLHAX MAC. BIAXMISIOTHCS
BiA cepemmsol Mack Ginstire gk Ha 10 %. Tpu uvomy

Bing~1,6 %10 2,5%

LR )aoe
:,/</

KonTeliHepin SKORHA IHAHBIIYVANEHE MaCa A03 He MAe BIIXUARTHCH
Big cepeaHnol Macy Binbiie ax wa 20 %
4 Uniformity of mass of delivered Not more than two individual masses deviate from | - 1.6 % to 2.5 %
doses from multidose containers | the average mass by more than 10 %. No individual
dose mas$ deviates from the average mass by more
than 20 %
pH Bin2,5103,5. 3,0
3 pH 251035 .
» - s s i : o " . CHU K)\.
Cynpositni aoMixy He Ginvite 0,5 % inpupinywis ol noMinixy, 0, M5/, ™
y He Ginsie 1,0 % cymu nominiox. 209 o
’ ; ; { ; (VVMEHTIB
Related substances NMT 0.5 % of individual impurity. WRGLKY M1 s 2
NMT 1.0 % of total impurities. ; _?ﬁg—a—fl " 'E_
\F\ ” t 5’ U
FP/0016/23 &op./Page No: 137%2)
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- Ne p/n Hazga anaisy Cuenndixanin Pesyaprarn auanizy
‘Sr. No. Test name ; Specification Test result
Kinsxicne pnsnauenms AMG})O!\LOH){ rinpoxnopuay ~ 8it 95 % 10 105 % | 98,0 %

Bl 3aABNEHOT KINKKOCTI.
Kucaoni Genzoifnol ~ sig 95 % no 105 % »in | 97,8 %
7 3a8BNEHOT KDILKOCTI,
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 98.0 %
claim, .
Benzoic acid:. 95 % to 105 % of label ¢laim. 97.8%
MixpoBionoriysa uncrora 3aragsna  KkinbKicTh aepoGHMX Mikpoopraismis
(TAMC) - ne Ginsme 102 KYO/Mn, < 10 KVOimin
Baranbua KIALKicTs L’(pltKlDKOBHX ™ H}I]CCHCBHX
rpubie (TYMC) — ue 6insuse 108 KYO/ma, 1 <10 K¥YO/un
Bincyrnicts Escherichia ¢coli s 1 mnnpenapary, Bincyrss
% Microbiological purity Total aerobic microbial count (TAMC):
NMT 10> CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10" CFU/ml, < 10 CFU/m}
Escherichia coli must be absent per' 1 ml. Absent

BUCHOBOK: / CONCLUSION:

IponykT sBUroTORAEHD, YIIAKOBAHO T NIPOAHANIZOBAHO 3MiHO 3 BUMOTaMH PCECTPAIIIHOTO HocsinueHHs,

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

Ceprugixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Bianosinae cTanapTam Ta sumMoram GMP,
It complies with GMP stanidards and requirements.

Jlinrensis ga BupoOHUITBO HKAPCHKUX 380001
Licence for medical products production:

JICT mzrmcpmiqm o ot pupobuii exanil ane uicl cepii roronol npozxyxmf Gynu sfitcHeni B noBnil BIATIORIAROCT! 3 BUMOTAMH, 3a3HAUEHAMN B Wirunil
uacTanoni 3 GMP, 3arsepioxeniit Minicrepersonm oxoponn 35opos’ Yipainu, T3 suMoravu peccrpaiiiinors aocse Kpainy NpRIHaueHRs.

I hereby.certify-that all the manufacturing stages of this batch of fi nished product have beers Sarvied out in full compliance with the:GMP requiremicnis.of the

Ministry of health-of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XiMiK-ananitaK Bas. Jxaﬁopwropxero BKA | Hayansunk BKS Ynosnopaxena ocoba
L Analytical Chemist | QC Lab In-charge QC Head { Qualified Person ,
a1/ H S P i, . »‘i B (Tn g e P, . Y § f
hwwhiame Aevcuuiue ( Einibilhosinbi i)( L LCH MG}/\, jé FER ’f&, g ,J*{
Hwnxc/ngqature. , /],{ 0 ;/ " Sy [ 1\ \-&:F‘H L 0!
‘ . /s o . ‘ ST
Hara/Date: 74 / &y / AR rElei el H\z x M ‘ 273 A /*‘TW{’J %\,
: o 2 * #:\7 u)h\ \\IU;
FP/0016/23
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CEPTHOIKAT AKOCTI SEIEfdApy
CERTIFICATE OF QUALITY ATl
had l‘ar.'uncq,fx,-, iy
AR ZU07548e7
Hazsa nponyxry: ABPOJ®, cupon, 15 Mr/San \E‘,\ 1
Name of product: ABROL®, syrup, 15 mp/5ml 2N CEPToimp
Cuaa nii AnBpokcony rinpoxnopu — 15,0 ar/Smn ‘{o\%‘ ?;5‘
Strencth: Ambroxol hydrochloride ~ 15.0 mg/5ml Ying orowd /
3 — |
Cepisn Ne / Batch No.: SAD4007 Posmip ynarosku / Package size: 100 m/ml
Dnaxon Nel is cina /
Pecerp. Ne/ AR.No.: FP/)435/24 Tun ynaxonky / Pack type: Glass bottle No. 1
Posmip cepit/ Bateh size: 1000 nitpiv/liters | JMara euroTopnenns / Mifg, date: 07.2024
Kin-1s ynakobok / No. of packs: 10 000 Tepmin npmnaTaocti/ Exp. date:  06.2027.
Kpaiua / Market: UKR
Peecrpauiiine irocnipuens Ne: TepMiH Iii HeoBMexenni
Registration Cerfificate No.: UA/928/02/01 untimited validity
Ne nfn Hassa ananisy Cremirdirania PesynerarTn ananisy
Sr, No. Test name Specification Test resnlt
Onue Bin GeabapsHoro mo 3merka JkoBTOrQ sigriuxy ¢ Binnoninae
I npo30pHi cHpon.
Description Clear, colourless to light yellow symp. Complies
InetrTndikanin Yacn ympemMysanns nikis aMBpoxcosty rizpoxnopuay | Binnonimae
I wienorw  Gewsoiiwoi  vwa XpOMaTorpamax
puApoBopysawore 1 CTAHJAPTHOTO  PO3MHHIR,
OASPHANMX NPH KIMbKiCHOMY BI3HavenHi, nmonmmui
criBnragaTy.
2 Idemtification In the Assay test, the retention time of the peaks | Camnplies
cormesponding to  Ambroxel Hydrochloride and
Benzoic acid in the Test solution matehes with the
retention time of the peaks comresponding  to
Ambroxol  Hydrochloride and Benzoic acid i
obtained with Standard solution.
Tyernmna Binm 1,10 r/mn xo 1,20 rfvn 1,12 v/mn
3 | Density 1,10 g/ml to 1.20 g/l 1.12 g/l
Onuopinuicrs Macy xoz, o He Ginsme geox fuampipyansanx Mac BimpuoTses | Bin- 1,5 % no 1,8 %
BATATAI0TLCA {3 GaraTofDzoBHX BiR cepenieol Mach Ginbine gk wa 10 %, TTps upony
KonTetHepis OIHA iMpBiAYaNbHa Maca JIos He Mae BiaXIATHes
Bt cepenmbof Mack Ginsine gk 1a 20 %
4 Uniformity of mass of delivered Not more than two individual masses deviate from | -1.5%101.8%
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 Bin2,5 1o 3,5 3,0
5 |pu 251035 3.0
Cynpozinni nomiukn He Gimsime 0,5 % innusinyansHoi zoMimza, 0,391 %
He 6Ginsie 1,0 % cymn nominrox. 0,415 %
§ Related substances NMT 0.5 % of individual impurity, 0.391 %
NMT 1.0 % of wotal impurities, 0.415%
FP/0435/24 Crop./Page Mo T 3/0f 2
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X n/n Haipa ananizy Crrenndikanis PesynetaTn ananizy
Sr. No. Test name Specification Test result
Kianxicne pusyasenss Ambpoxcony rigpoxmopuny ~ i 95 % no 105 % 588 %
Bif 3anpneof KinLKkocTi,
Kucnorn Gemsoltnot — sin 95 % no 105 % nin 977 %
5 3aABHEHOT KIABKOCTI,
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 98.8 %
clain,
Benzoic acid; 95 % to 105 % of label claim. 97.7%
MixpoBionoriusa ynerora Saranpa  xinpkicrs aepobnnx Mikpoopraismin
{TAMC) ~ ne Gimpme 102 KYO/m. <10 KYO/mn
3arannua KiAbKiCHL APDXANKOBIX Ta TUrceneBMX
rpu6is (TYMC) — ne 6umme 10' KVO/Mn < 10 K¥Qfun
Bineytnicts Escherichia coli B 1 wu npenapary. Bimreyrmn
8 Microbiological purity Total aerobic microbial count {TAMC):
NMT 107 CFU/m, <10 CFU/m]
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/mL <10 CFl/ml
Escherichia coli must be absent per 1 ml. Absent

BUICHOBOK: / CONCLUSION:

Iponyxr Burovonneno,
‘The product is manunfac

Binnonizae crannapram Ta pusoram GMDP,
It complies with GMP standards and requirements.

Jlivewsia Ha BRpoGHUNTRO mikapebynx sacolin:

Licence for medical products production:

Cepridirear Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 508054
Bateh AB No. 598054

YIAaKQBARC Ta NPOAHAI{30BAH0 3TINHO 3 BUMOTAME peectpaniituoro nocsigyenns,
tured, packed and analyzed as per requirements of Registration Cerfificate,

Linn minteepaoxyio, wo pei BUPOGHINI cranil e uiel cepit rovorot npasykuii Gyan aaificiteni b nosnill vignonizuoes 3 BUMOTAMH, 3A3HANCHUMY B YitHAT

hacranosi 3 GMP, 2

aroepmienift Minicrepersos oxepon

3p0poe’s Yupaii, i 2 sumoramy PeecTpauiitioro nooue kpavni TIPH3HATEHEY,

1 hereby cedify that all the manufacluzing stages of this batch of finsled product have been carded out in full complianee with the GMP requirements of the

Ministry of health of Ukraine and

with the requirements of the Murkeling Authorisation (le of the destination couniry.
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Analytical Chemist 7QC Lab In-charge QC Head Qualified Person
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CEPTUOUKAT KAUECTBA

CERTIFICATE OF QUALITY

Hassanne npouykra: ABPOJT®, cupon 15 Mr/5 mn no 100 ma y duiakonax Nel
Name of product: ABROL‘”, syrup |5 mg/5 ml, 100 ml in boitles No.|
Per. No; / A.R.No.: FP/456/14 Pasmep cepun: / Batch size: 1000 nurpos/ liters
Cepua Ne: / Bateh No.: SAD4008 Konuueerpo ynakoeok: / Number of packs: 10 000
Harta warorosnenns: / Mfg, date: 07.2014 Cpox roanocri: / Exp. date: 06.2017
PerucTpauuonyoe cameTenserso Ne UA/9928/02/01 wamenerus ot 30.04.2014 Ne 294, neficTayet no 21.07.2015
Registration certificate No, UA/9928/02/01 changes ol 30.04.2014 No, 294, is valid 10 21.07.2015
Mo n/m MapameTpnl Cneundimgauus PezynnTarbl
Sr. No. Tests Specifications Observations
1 Onucanue Ot 6eciseTHOrO A0 Clerka xenroro orredka | CooOTBeTCTBYET
lpo3paudslii cupon.
Description Clear colourless to slightly yellow syrup. Complies
2 HMpeaTudrranus Bpemena ynepxcusanns nukos amGporcona | CooTreTcTBYET
rHApoxJopHia WM KucnoTel Oensoiinoit Ha
XPOMa'I‘OI‘pﬁMMﬁK ucnoitiyemoeo H
cmam)apmno:r) pt’.’t‘.’?]ﬂ‘ﬂ[?()(i., NONYUEHHBLIX TIPH
KON HHCCIBCINOM  OHPSASACHUH,  HOJBKHD]
COBNANATDL.
Identification In the Assay, Ambroxol hydrochloride peak | Complies
and Benzoic acid peak in the chromatogram
obtained will Lhe fest sofution have the same
retention times as Ambroxol hydrochloride
peak and Benzoic acid peak in the
chromatogram obtained with the standard
solution.
B MnoTHOCTh Or 1,10 r/mMn 10 1,20 rimi. 1,12 rimn
Relative density 1.10 g/ml to 1.20 g/ml, 112 g/ml
4 OBnem conepruaMore gnakoHa He menee 100 ma, CooTaeTeTRYCT
Deliverable volume NLT 100 ml, Compllies
5 pH Or2,5 a0 3.5, 2,97
pH 2.5103.5 2.97
6 ConyTeTBYIOLHE NPUMECH He Gosiee 2,0 % HHAHBHAYANLHOH NPHMECH. 0,092 %
He 6ance 3,0 % cymmnl npumeceii. 0,120 % ik
<
Related substances Individual impurity is NMT 2.0 %. 0.092 % /_? &_
Total of impurities Is NMT 3.0 %. 0.102 % (:' A
g ZFR
° &
A,
O e
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FP/as6/14 Crpannua Ne: | M3 2
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Ne n/m IapamcTpot Creuuinranus Peaynbrathl
Sr. No. Tests Specifications Observations
7 KoauiecTBEHHOE onpeleneHe/
5 MJI CHPOITA COICPIIT
amGpoKcona CHAPOXIOpHL. .. | SMI
Assay: Each 5 ml of syrup
contains Ambroxol Hydrochloride
15mg
Ambpoxconu zudpoxaopud Or 95 % gpo 105 % or 389BJCHHOID L0170 %
couepiatig,
Ambroxol hydrochioride 95 % to 105 % of labeled claim. 101.70 %
Kucnoma benaotinaa Or 95% a0 105% or 3asB/CHHOCO 9598 %
COASMKAHMS.
Benzoic ucid 05 % to 105 % of labeled claim. 95.98 %
8 Mupobronoruuecka UBCTeTa:
p | mjl IpEfapaTa fonycKacTen
HALMsHC
GakrepHii: He Gonce 107% < 10 KOE,
rpufios: ne Gonee 107, < 10 KOE,
GakrepuH Enterobacteriacege, | He 1oTyCcKaeTCd HAIWIHE B 1 MJL. Enterobacteriaceac,
Staphylococeus aureus, Staphylococcus aureus,

Pyeudomonas aeruginosd

Microbiological purity:
Total bacteria per | ml
Total fengi per | ml
Enterobucteriaeeae,
Staphylococeus anreus,
Psendomonas aeruginosd
per | m!

NMT 10* CFU.
NMT 10° CFU.
Muist be absent.

Psendomonas weruginosa
orcyreTayloT s [ MA,

< 10 CFU/ml.

<10 CFU/ml.
Enterobacteriaceac,
Staphylococeus aureus,
Psencomonas aeruginosd are
absent per 1 ml.

3AKJIHOUMEHUE: npoaykr npou3Benct, ynakonad n TPOTECTHPORAH B COOTBETCTBHH C TpeGoBatMAMH  PEFUCTRALHOHHOTC

cpancTenserea, Orpedaet tpeboBaHuAM 1 CTallapTaM GMP. Cepruduicat Ne 067/201 4/SAUMP/GMP

with GMLI

Cepust AB Np 598054
Batch  AB No. 598054

Jan. naboparopuei OKIC:

Hauansnuk QKK

CONCLUSION: the product is manufactured. packed and analyzed as per Registration Certificate requirements. It complies
sl lwld requirements, Certificate No. 067/2014/SAUMP/GMP

-
Haanohnk OO~ = ¥»
QA Hea = =

Analyst: In charge ol QC Jah.: \5) QC lleam @/’ w

Hara: Hara: -y D’k\ \ Dara: Jara: qg g’ﬁ‘-\ @

Date: Date: A bae. 1RO, 1M | Date:

FP/456/14 / Crpanmia Ne: 2 w3 2
‘@( oo d ﬂ/(j’ £S5 g g 097 / Page No.: 2 of 2
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