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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Hazsa npoaykTy: ABPOJI®, tabnerkn 1o 30 mr TIELD,
Name of product: ABROL®, tablets 30 mg #"AP
Cuta git: AmGpoxkcoiry riapoxaopia - 30 mr IA::mz%S';W it
Strength: Ambroxol hydrochloride — 30 mg o
Cepis Ne/ Batch No.: SAA4002 Posip ynakonwn / Package size:  Ne20 (10%2) \6}» CEPT”“"KAT
Pecerp. Ne/ AR.No. FP/0546/24 Tun ynaxosiu / Pack type: Baictep / Blister \\ Ulrm o
Po3mip cepii/ Batch size: 1000 000 a/tab | JaTa piroToBeHns /Mfg. date: 082024 =
Kin-11 ynakosok / No. of packs: 50 000 Tepmin npuaatnocti/ Exp. date: 07.2027
Kpaina / Market: UKR
PeccTpauiiine nocsigyenns Ne: TepMiH Al HeoBMexKeHHHA
Registration Certificate No. UARIZEOL0] unlimited validity
Ne ni/ni Haspa ananisy Cnemndikauis Pe3yfLTaTH aHATI3Y
Sr. No. Test name Specification Test result
Ommie Kpyrai Tabnerkn Ginoro konsopy, 3 posnoztinsuoio | Binnosinae
) PHCKOIO 3 OLHOTO HOKY.
Description White, circular tablets, with breakline on one side. Complies
Inentiixauis Vib-crekTp BUNPOBOBYBAHOIO PO3UNHY Npevapary, Binnopinae
NpMPOTORICHOFO Y PO3mini «KinbKicHe BUIHAUCHH
B obGnacti Big 220 nm o 360 nM noBHHEM MaTH
MAKCHMYMB TIOMIMHAHHA  [PH  JOBXHHAX  XBHith
2 (244£2) 11m 3 (307:£2) nm.
Identification UV spectrum of test solution prepared in Assay in | Complies
range of 220 nm to 360 nm should have a maximum
at the wavelengths of (244£2) nm and (307+2) nm.
Posmagauns He Sinpwe 15 xb. 0 xB 6 cex
3 Disintegration NMT 15 min. 0 min 6 sec
CrupaHicTs He Ginbine 1 %. 0,05 %
4| Friability NMT 1 %. 0.05 %
PoaunncH1s He memme 80 % (Q) min sassaenoi ximpxocti | 102 %
amBpoxkcadty riapoxaopizy 3a 30 xs.
: Dissolution NLT 80 % (Q) of the label claim of Ambroxol 102¢%
hydrochloride for 30 min.
QavopinsicTh NO30BAHMHX Binnonijac sinMoram. Binnosinae
OJIRHI LD ‘
6 . 1
Uniformity of dosage units Complies with the requirements. Complies
Cynposiui RoMiWIKN He Gisbiue 0,2 % KOKHOT JOMILUKH, Hikve piBHs BH3HAYCHHA
He Ginpiue 0,6 % cymi HOMIUIOK, Hinkue piBrs BU3HAYCHHS
! Related substances NMT 0.2 % of each individual impurity. BDL
NMT 0.6 % of total impurities. BDL
TPA0546/24 Crop/Page Net 1 3/af 2
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Ne n/n Haspa anaaizy Crenudixanis PesylibTaTh anadisy
Sr. No. Test name Specification Test result
KinpKicHe BH3HAYCHHS Bix 28,5 mr 110 31,5 mr amGpoxcosy TiNpoXIopuAY B 30,51 mr

1 Tabnerui (95,0 — 105,0 % nin sannnenol inpkoeri). | (101,7 %)
§ Assay 28.5 mg to 31.5 mg of ambroxol hydrochloride per | 30.51 mg
{ablet (95.0 — 105.0 % of the label claim). (101.7 %)
MikpoGionorivia 1ieroTa Y npenapati AonyCKaETsCH:
aaraibHe  MMCMO  aepoBHAX  MIKpOOprauiaMis
(TAMC) ~ ne Ginpiue 10° KYOIr. <S50 KYO/r
saraibha  KiMbKICTh JPDKIKOBHX 1 TIRiCeHEBMX
rpuGis (TYMC) ~ ne Ginbe 10> KYO/r. < 50 KYO/r
9 He nonyckactea Escherichia coli 8 1 T ipenapaty. BincyThs
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <50 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

[1pORYKT BUFOTOBJICHO, YTIAKOBAHO Ta NPOAHANIZOBALO 3IIAHO 3 BHAMOFAMI PEECTPALIHHOTO NOCBIMYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepin AB Ne 598054
Batch AB No. 598054

Binuosinae crannapram 1a sumoray GMP.
[t complies with GMP standards and requirements.

JlineHsis na BUPOGHBLTEO BIKAPCHKMX 3aC0BIB!
Licence for medical products production:

1{sM MiZTREPIOKYIO, WO BET HIPOGHINI CTaniT s uich cepii rorTouoi npoayxiti Gynn apificieni B NOBIH BIANOBIAHOCTT 3 BUMOraMH, JA3HAUCHIMI B HHHNIHA
nacranosi 3 GMP, aaTeepraeniin MinicTepeThOM OXOPOHH 30pos’s YRpaImi, i 3 puaoramn PEECTPALIRIOIC AOCKE KPATHH NIPIIHANCHHE,

1 hercby certify that all the manufacturing stages of this batch of finished product have been carricd out in ful) compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requircments of the Marketing Authorisation {ile of the destination country.
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XiMiK-ananiTng /3ap, naGopartopicio BKJ J,.X‘Izma;mnm BIA YrosHoBOKena 0coba
Analytical Chemist __| QC Lab In-charge + OC Head Qualified Person
Im’s/Name: ‘;’:/f,’-‘:'../{{t;%g';-z Al XN ("Liuzouewo e ,g%’(f’f%(,é‘ (’C/-’éf}f(d? : \L
Mianuc/Signature: ) '\i(;;;._/ ] "'j"(.f;ueo - (%L’E(?@ftwm"
| HarefDate ROHAY R orf ool 6l /09 [y d
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CEPTH®IKAT AKOCTT
CERTIFICATE OF QUALITY

Ve
[:

Registration Certificate No.;

untimited validity

Hassa npoaysxry: ABPOJI?, tabnerkn no 30 Mr «THEADAPM
Name of prodnct: ABROL®, ablets 30 mp FIYI)
Cina aiis AnGpokcony rippoxaopun— 30 mr \\E\ o
Strength: Ambroxol hydrochloride — 30 me 2 AnA

5 CEPTHIIKANIE
Cepin Ne / Batch No.: SAA4003 Posumip ynawonien / Package size:  Ne20 {10x2) \\\ﬁx ] q!'ﬁ

P 2 ‘G

Pecerp. Mo/ AR.No.: FP/G547/24 Tun ynakoesxn / Pack type: Bricrep / Blister \Wa oortd
Poamip cepii / Bateh size: 1000 000 Ta6ftal | Marta suroTornenns / M g. date:  08.2024
Kin-n ynaxonor / No. of packs: 50 000 Tepmin npyaaraocti / Bxp. date;  07.2027
Kpaina / Market: UKR
Pecerpaniiine noeninveirin No: UA/9928/01/01 Tepmin ol Heobmemennii

e /i Hasga ananizy Crieusndyizeatin PesyavraTn ananiay
Sr. No. Test name Specification Test result
Onnc Xpyrni vabnerxu Gisioro xonnopy, ponoxintuoio | Binoninae
' pHcxoi0 3 oguoro Goky.
Description While, circular fablets, with breakline on one side. Complies
lnenTndixauin Yb-cnextp BunpoGonynanoro posuniy npenapary, | Bianosinae
: LPHIOTOBNENOTO ¥ PO3Aini «KinbkicHe Bi3Naven
B ofnacyi Bix 220 i ;o 360 wM nowsmen mar
MAKCHMYMII TOINMMHAHHA TIPH  NOBKHHAX  XDBHAL
z (244:£2) 1 1 (3074:2) n,
Identification UV spectum of test solution prepared in Assay in | Complies
range of 220 am to 360 nm should have a maximuam
ai the wavelengihs of (24422) nm and (307+2) nm.
Posnananss + | He Ginnie 15 xa. 0xn 7 cex
8 Disintegration NMT 15 min. 0 min 7 sec
CThpanicTs He dingwe 1 %. 0,07 %
* | Friability NMT 1 %. 0.07 %
Pozunnerms He wmenme 80 % (Q) sin saseaenoi xinskocri | 98 %
amGporcony riapoxnopyay a 30 xp.
2 Dissolution NLT 80 % (Q) of the label claim of Ambroxol | 98 %
lrydrachlonide for 30 min.
Canopiaunicts Rososannx Biamonigae npmoran. Biamoninae
6 oAHItILL
Uniformity of dosage units Complies with the requirements. Complies
Cynposimii nomiwgn He Ginswe 0,2 % xomuof noMiwty. Hmene pisHa suzsavenss
He 6inbwee 0,6 % cymu nomiox. Huxue pista suznayemis
¥ Relared substances NMT 0.2 % of each individual impurity. BDL
NMT 0.6 % of total impurities. BDL
B I-‘?Oj-l?:'?_-l Crap.fPage N.' l3fof2
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TOB «I{ycyst Mapam
Vipaina, 02092, v.Kuin,
BYIL AmMATHICEKD, 58
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TOB «Kycym Papu»

VYipaina, 40020, M.Cyss, myn. Cxpabina, 54
Ten.: +38(0542) 77-46-10, (axc: 77-46-1)
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wwew kusum.na

Ne nfu Hassa ananizy Cremniicanin PesynpraTn anatisy
Sr. No. Test name Specification ‘Fest result
KiankicHe BH3aHayenna Bin 28,5 a1 ap 31,5 Mr axBpokcony rigpoxnopnay 6 | 29,91 mr

1 TaBnerig (95,0 - 105,0 % Bin sunsnenol kinskoer). | (99,7 %)
§ Assay 28.5 mg v 31.5 mg of ambroxol hydrachloride per | 29.91 mg
tablet (95.0 - 105.0 % of the Iabel claimn). (99.7 %)
MixpoGionorinna yncrora ¥ npennpati ponycraerbea:
saransRe  uMeae  aspobHIX  Mikpooprasizmis
{TAMC) - ne Ginsie 10° KYOIT. <50 KYO/Ir
3aranLua  KinekicTh Epincpxossx 1 anicewennx
rprbin (TYMC) - ne Ginswe 10 KYO/IT. <50 KYO#r
9 He monyckaersen Escherichia coli v 1 r npenapary. | BiacyTns
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. « 50 CFU/g
Escherichia colf must be absent per 1 g, Absent

BHUCHOBOK: / CONCLUSION:

TponykT BrroTonReno, YNAKOBANO T IPOANANIZOBMIO0 IHAHO 3 BHMOrAMNA PEECTPALIFHOTG NOCBINYCHIL,
The product is manufactured, packed and analyzed as per requirements of Registration Centificate.

Biamosinac crangapran Ta Bunoray GMP,

It complies with GMP standards and requirements.

Jlinewsis yra supoGiuurso nikapenrix sacobiv:

Licence for medical prochuets production:

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

Cepis AB Me 598054
Batch AB No. 598054

[1us nizTeepryio, uio nei pupoGinmi eyl 2w nied cepdi reTosol npozykni7 Gyan 3aAcHenE b TORI BNOEIAROCT 3 BNMOIAMN, 3A3NAMELIMIE R UMl
nacraioni 3 GMP, aatnepaweniin Minierepersonm oxopomt 3uopan’s Yepainm, i 3 UHAIOIAsN PECCIPAUITIMOTG AOCLE KPATII MHIBHANEHEN.

} hereby certily that all the munufactoning stages of this bateh of finished product have beer carried out in full compliance with the GMP requirements of e
Ministry of hiealth of Ukraine and with the requirements of the Marketing Authorisation file of (he destination countiy.
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Analytical Chemist QC Lab In-charze 7 QC Head Qualified Person
I a/Name: Tontgyie A0 | Cuue mps e .84 Cooresmre U4, g%_’l'kw.a@ (rar.!.(/,{;/.-.-@{ ?
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Q0O «Kycym Papyn
Ypasa, 40020, r: Cynot, yi. Crepstna, 54,
Ten: +’+H (BMZ}’IMG 10; Tenspaic: 7746 i

Kusum Fharm

CEPTHBMNEAT KAYECTBA
___{':-_ETIF ?CATI‘ OF QUALITY

Hmmmue npnﬂ}mm Abi’()jlm} TabreTKy 10 30 My }\’gzl} (10x2) v mucmpax
Name of pre—duct ABROL®, mbie_is 30 ing No 20: ({ t)x'?) in blisiers.

Per. Ne: / ARNo.: FP/664714

Pmmeﬁ cepui: /- B'ntch sizer 1 000000 tabs.

Cepin No: / Bateh No.: SAAAODT

lfumi-:w (50 ynaicanois / Nunber of packs: 50 000

St mroronyennsy / th

date: 08.30 14

: (‘;)DI\

woern: / Exp dates 072017

PernerpaMonioe cRuerennerzo Ne UA/9928/01/0( o 07.03, 2014 No

Registration eertifieate No. UA/928/01/01 of 07.03. "0 {4 No, 4% is valid to 07 03 2{}18

8 netierayer 1o 07.03 2018

FPRiO6s 14

KaWHOH TPEMesi:
Cymumpt pumecei

Related substances:
Individual Impurity
Total of Impurities

A

He doace 0,2 % ¢
e Bonee 0,6 %

Not more than 0.2 %
Not more than 0.6 %

eV v,
Conee9 v
iy

/}/, ,
4 r}'":,)

&
0.041 % 4
0.099 %

Mo n/n Tlapamerpn Cuenmidncis Peaystbram
_Sr.No. Tests Specificitions Observations
! Ommcaiine Kpyrasie Tabnetin Oenoro usera HHHHLﬁ CogrsercThyer
pazomd fa ool cropdie. '
Description White, cireutar ar with breakling, bevelled | Complies
2 Hiu,mml)mmuim Yd-enexrp HENLITY@MOTD paumpd Coorpereinyet
npelapata, (PHIOTORACIHNORG B pazene
«KonynectnenHoe onpenenciuey # obnacri
or 220 am a0 360 MM QIBKEN HMETh
NAKCHMYMBL DOPIOMSHER 1IPH AAMREX B
(2442 um 1 (307623 1w,
Identification UV specirum of test solution in range of 220 | Complies
nm to 360 nm should have a maximuni af the
wave-lengths of (244 & 2) nin and
e - G074 0w, - e e
3 Paciupaenoctn HeGonee 15 sy, 00 mim. 03 cer;
‘ Disintegration NMT 18 min. . | 00'min. 03 sec,
4 HempasMocT, He Basee 1 % 0,04 ¥
Friability NMT [ % R LD o
5 Pacrropenue He wmeuec 80% (Q) or saspnessoro | 99.2%
ROANMECTDA aMOPOKCONA THAPOXROPHIR 30 30
MU,
Pissolution NLT 80 % (Q) from the labeled claim of | 99.2 %
Anibroxol lydrochloride in 30 min.
6 QanopojinocTs aosuposasneis | Cooreercrryet rpelonanngm /) P n o~ Coormerernyer
ATELH B yAL AP
CIRHIIL Kes o
Uniformity of dosage unils Complies with the requirements 4 e dcComplies
7 ConyTerByOuHe npuMec: ' & n ; -

Coparmna Neo | s 2
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00O «Kyeym Dapry
Yipanita; 40020, . Cynnt, yn, CipsiGinna, 54,
Ten. +3"§ {(3‘542) 7746 10, 1‘:71.’4&3!(0 714611

Kusun Pharm.

aMBPOKCDNE CHAPOXNOPU L

Assay: Each tablet contains
30 ing of Ambroxol
hydrochloride

28,3 mg 3 H3my
(95.0-105.0.%)

Newwm | © HMapamerpe Cricnpguianns Fe3yasrare:
~ $r.No. Mests | Specifications __Observations |
8 Konnuecrseruoeonpeteneane: | O 28,5 Mr 10 ﬂ My “?9 A33 mr
I raBnerka conepror 30 Me {95,0-103,0 %) {0811 %)

29433 mg
(98.11 %)

9 ‘MHpoBuonoriteckas
uncToTa:

B 1 IPENAPATA RONYCKAeTeA
affiiee Hucio apobisiX
sukpoopranmos (TAMC):
ofilee HUCIHO APOKIKENLIX H
nnecuenbix, 1pubos (TYMC):
Gakvepi fschérichia coli

Microbiological purity:
Total bacteria per ¢
Total fungi per g
h,sclmuafuu coli per g

ne Hosiee 107

e Gones 107,

He monycracres naguue 8 11,
NMT WY CRUg.

NMT 10* CFUg.
Must bu absent per 1 g

menee SO KOE,
amener 50 KOE,

Escherichia coli ~
sreyTeTIYST B 10

<50 CFU,

<50 CV UM,

Escherichia coli 1s absent per
1 g

SAIIHOMEHME: 5ipoay&T QpoHsBeicH, YIAKOBAN t APOTECTRPORIE B COOTREICTBAR C TPCGORAIMAMY  PETHCTPALHORIONO
onumeTRNRCTEa. (rBeaeT rpeﬁcgmmam n cratgiapray GMP. Cepridicar Ne 067/2014/SAUMPIGIMP

CONCLUSION: the produet is manufictured, packed and analyzed us per Registration Certificate requirements. B complies
with GMP stardards and requirements: Cestificate 0672014/ ALUMP/GMP

Jluuensug Ha RPOHIBOIAC PHO rlels"lpummlbt\ cpeacra: Cepug AB Ne 598054
Licence for medical products production: Baich  AB No, 598054
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