Krigcnra Ginia
TOB «Kyeym Mapm»
Yrpaina, 02092, s Kuin,

) TOB «Kycym Dapan
Yipatma, 40020, m.Cywn, sya. CxpatGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

BYIL, AMMATHHCBKA, 58
Tem.: +38(044) 495-82-88, daxcc; 495-82-87

e-mail: plant@kusum. ua
www.kysum.ua

Haiga npbnmjr: ABPUJI@, CHpOTI
Name of product: ABROL?, syrup g
Caura oif: AmGpoxcony rigpoxnopug — 15,0 mr/5mn
Strength: _ Ambroxol hydrochloride — 15.0 mp/5ml
Cepin Ne / Batch No.: SADIOLS Poamip ynaxosiku / Package size: 100 ma/ml
.. 53 T T ®rnakon Nel iy cxna /
Peccerp. Ne / ARNo.: FP/0991/21 Tun ynaxosxw / Pack type: _ Clasg bottle No.1
Posmip cepii / Batch size: 1000 nitpip/liters | Jara siiteronnenna / Mfg, date: 11,2021
Kin-ts ynaroso/ No, of packs: 6932 Tepmin opraatiocri /Exp. date: 10.2024
Kpaina / Market: KR _ _ i
Peectpaniitne moceiTuenna Ne; Tepmin aii HedGwmerenmi
Repistrution Certificite No /002502001 unlimited validity ] .
Nen/n Hazea ananizy - C[I'B[IH&)TK& ] PesyanTiTH aifaatly
Sr. No. Test name _ - Specification Test result
Ore Bin GeafapeHoro Qo 3METKA XXOBTOTO EBigridky | BimmMosinae
1 NPO30PHH CHPOT.
Description Clear, colourless to light yellow syrup, Complies
Iferradikanis Uacn yrpmaynasms nixis ambpoxcony riftpoxmopry | Bianosinae
1 oty OewsoftHol HBa  XpOMATOrpaMax
BUNPOGOSYBAHOTO | CTEHNAPTHOTO  PO3HHHIB,
ONE[PKEHHX 1pH RiNbRiCHOMY BHIHRYCHW], NOBHHMI
CINBIaEATH.
2 Identification In the Assay test, the retention time of the pesks | Complies
corresponding to Ambroxol Hydrovhloride -and
Benzoic acid in the Test solution matches with the
retention time of the peaks corredponding to
Ambroxol Hydrochloride and Benzoic acid
obtained with Stendard solttion,
T Tycram Bia 1,10 r/mn ro 1,20 r/mn LIZvvm
3 | Density 1.10 ghmt to 1.20 g/ml 1.12 g/ml
- OftopizHicTh Mack 103, o He 6imsue fiBoX IEAMBIAYAILHIX MAC BiIXCHARKTECS Big-27%xn023%
BHTATANTECH 13 DArATOROIOBHX -Bift cepenimol Macu Sinnme sk Ha 10 %. Tipu npomy
Koirredinepin KOAHA IHAMBIAYATRHA Maca 103 HE M2€ BiXHISTICA
BifT cepennnoi Mach Gimnure sk Ha 20 %
4 Uniformity of mass of delivered Not more ‘than twg individual masses deviate fiom | -2.7 %1023 %
doses from multidose containers | the average mass by more than [0 %. No individual
dose mass deviates from the average mass by more
than EU %
rHd Bia2,5a0 35 3.0
> | pm 2.5103.5 1.0
Cynposigni AoMilKR He Girnme (1,5 % iHawsigyankHoi nosiilixy, 0,159 % -
. He Gimsie 1,0 % cyMu aomimek. 0,297 %
Rélated substances WMT 0.5 %4 of individval impurity. 0.159 %
NMT 1.0 % of total impurities: L | D237 %
FPI1991/2] ) } Crop./Page Ne: 1 sfof 2
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Kniscska $inig
TOB «Kycym @apm»
Ypaina, 02092, m.Kuis, .
Byt AJMaTiHCHKE, 58
_ Ten.: +38(044) 495-82-88, paxc: 495-82-87

'I‘QB «l(ycyu tbapm

Per. No: / A.R:No.: FP/0712/20

Ha3panue upogxym AEBPOJI®, cupor, 15 MI/S M, 1O, 100 MILY. dmxgaax el i3 cxna
Name of product: ABROL®, syrup 15 mg/$ ml, 100.

il in. ass. bottles:No:1

Pazmep.ce gmv II Batch size: 1000 nurpos/ liters

Cepus-Ne: /-Batéh No.::SADK005.

T'Kosimuecrso ynaxosok: / Number of packs: 10 000

Jata w3roTonsemns:./ Mfg. date: 09.:2020

| Cpox ronuocris /

‘Exp. date:08.2023

Perucrpaumonnoe cesferenterso No UA/9928/02/01, Tepmin il i HEOOMERKEHHHA
Registration certificate No. UA/9928/02/01, unlimited vahdlty

Ne n/m TlapameTpsi ‘Crenu( Pe:iym.mux
SriNo. | Tests ‘ ‘Speci Observations.
1 Onue 1 Bi, '6@365})3301;0 no amzx'xa KOBTOPO" BIATIHKY Bignosinae
pHH
Deseription. Clcar colourless tolight: xell Complies
2 | Inewrndikanisn: %cn ‘yrpumysanBs  nikis: mﬁpqxcmy» Binnosinae.
eibpomopm)y i wucnomu  Dewspiinoi’ Ma
XpOMATOrpamax eunpobogysanozo i
CMandapmHoz0-  posuunis; onepmaﬂux npyH
KinsKicHOMY BU3HAREHH], IOBHHHI CriiBNazaTy. .
Identification ‘ Complies
’ 3| Pycrama [12 t/sn
Detisity- 1.10:g/ml-to-1.20 g[ml 1.12 g/ml
4 Ozmopuxmcrb MacH no:s,, mo He Gimuwe nsox wmmmymm Mac Bia-1,3%1n0 1,5 %
BUTArAIOTHCS 13 AXUIISOTRCE B 'emlsoz MaoH 6im-me AK
Garatono30BHx KolTelinepin -

Uniforinity of mass of delivered
doses from'multidose containers

-131t0 1.5 %

5 | pH 30
pH 251035 3.0
6 Cynposigsi noMinixn He Ginsuic 0,5-% indusidyanshor domiwku. 0,135%
He Ginbure 1 ,0 % cyaiu-domiuox. 0,323%
Related substances 0.135%
0323%
EP/0712/20 Crpansinta Ne: 1 u3 2
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Knfnchka inig -~ TOB «Kycym @apwv»
TOB «Kycym: @apm» \ Yxpama 40020, . Cymx, By, Cxszma, 54
Vicpaina, 02092, m.Knis, . ' ' Teir.: +38(0542) 7745 iy 2 77-46-11
.| BYIL ArMaTiHCbKa, 58 e-mail Aok IR R
|+ Teu.:+38(044) 495-82-88, daxc; 495-82-87 :

Ne ni/n Hapamerpm - Cnénagnianus
Sr. No. Tests ‘Specifications ‘
7 Kinbkicne BH3HayCHHA | Ambpoxcosy zidpoxavpudy ~ Bim 95 % Ao
105 % sin sasBieHOT KiTBKOCTI,
Kucnomu Gensotinot — sin 95 % no 105:% sin 97,0 %
JaAE7eHO1 KiBKOCT],
Assay Ambroxol. hydrachloride: 95 % to 105 % of 98.9 %
' label: clalm
Bi a 97.0%
8 Mikpo6ionoriuna yucTora o
3 <10 KYO/mn
3aram.ua KnpKieTh APIKKOBIX-Ta TLHiceHeBUX:
rpibis.(TYMC) — ne Gixsme 10" KYO/mn. <10-KYO/mn
Bincyrsicrs Escherichia coli s 1 Mn npenapary. Bincyrtna
Microbiological purity Total aerobic: ‘microbial count (TAMC)::
' ' NMT 107 CFU/mil. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10" CFU/ml. <10:CFU/mil
_Essherichia ¢olt mustbeabsent per-1.mil. Absent:

JIHIEH3NS HA POMIBOACTBO NIEKAPCTREHABIX cpencTs; Cepust AB Ne 598054

Licence for medical products production:

Batch  AB No, 598054

& xpsﬁonnummu PErHCTPALNORHOTO

ag-per chmranon Cemf cate requirements. It complies
with GMP s:andards and rcquxremcnts Certiﬂcate Ni 009/2020/GMP

«JIE[IOAPM .
T

IaeHTMdiKauiAHWA

von 20075891

o
CEPTUDIKATIB

¢ | Havansuug OKK VHONHOMOUEHHOE THLIO
.,}QC,Head ‘ Quahﬁed Person
G g e L\v 2 7
Toxmics/Signature: fgﬁ 5 Q;m‘)\_‘ Cp\-\\ Aetrerrere {/}x; /
Jlara/Date: 3/e28 /20 23 [0 (10 PR A8 / 0 /ol
FP/0712/20 Crpasisita Ne: 2 w3 2
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Knisenka dinig !
TOB «Kycym Gapm»

Yipawa, 02092, m Knis, .
Kustn FPharn

By AsMariHchKa, 58

Ten +38(044) 495-32-88, daxc. 495-82-87

CEPTHONMKAT KAYECTBA
CERTIFICATE OF QUALITY

Hassanue nponyicia: ABPOJI¥, cupon, 15 mr/5 a1, no 100 mn y dakonax Nel i3 ckna
Name of product: ABROL®, syrup 15 mg/5 ml, 100 m} 1 glass bottles No.1

Per. Ne: / A.R.No.: FP/0713/20 Pasmep cepin: / Batch size: 1000 nurpos/ liters

Cepus Ne: / Bateh No.: SADKO006 Koauyecrno ynakonok: / Number of packs: 10 000

Jara wsrorosaenus: / Mfg. date: 09.2020 Cpox rognocrn: / Exp. date: 08.2023

Perucrpaunonnoc ceuaeTenserso Ne UA/9928/02/01, Tepmin aii HeoOmezceHnH
Registration certificate No. UA/9928/02/01, unlimited validity

Ne n/m Hapamerpsl Crennduxanua PesyanTaThr
Sr. No. Tests Specifications Observations
| Onuc Bin 6eafapeiioro HO 37ECKA KOBTOYO BiATIHKY Binnosigac
TIpo3opHit cHpon.
Description Clear, colourless to light yellow syrup. Complics
2 Inentudikains Qacn  yTpHMysaHHs  nmikis  ambpoxcony Binnosinae
210poxnopudy 1 Kucromu  Oewsoiinol  Ha
XpoMaTorpaMax eunpoboeyganozo 1

cmandapmnozo  posyuHiy, OHEPXKAHHX IpH
KinsKiCHOMY BH3HAYEHHI, NIOBHHHI criiBIafaTH.

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 corresponding to
Ambroxol Hydrochlaride and Benzoic acid
obtained with Standard solution

3 Iyctisa Bin 1,10 r/ma no 1,20 r/mn 1,12 r/smn
Density 1.10 g/ml t0 1.20 g/ml 1.12 g/ml

4 OnuopianicTs Mack 203, 10 He Gimeme msox ispmBigyanbHHX — Mac Bia-2,0% no 2,1 %
BITAraloThes i3 BiIXHAAIOTECA Bil cepennnol mMacu Gimbme sx
GaraTono3oBuX KoHTEHHEPIB Ha 10 %. Tlpu upomy >xonmma iHAMWBinyanmbHa

Maca 703 HC Mae BiXMIATHCA Bijl cepeannof
MacH Gunbiue 2K Ha 20 %

Uniformity of mass of delivered Not more than two individual masses deviate -2.0102.1 %
doses from multidose containers from the average mass by more than 10 %. No
individual dose mass deviates from the average
mass by more than 20 %

5 pH Bin 2,5 no 3,5 3,0
pH 2.5103.5 3.0
6 Cynporinui noailuxn He 6inswe 0,5 % induerdyanvitor doMitunu. 0,136 %
He 6inbe 1,0 % cyaru doatiox. 0,321 %
Related substances NMT 0.5 % of wdividual impurity. 0.136 %
NMT 1.0 % of total impurities, 0321 %
FP/0713/20 Tpannna Ne: 1 13 2
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Kaiscyka inia i
TOB «Kycym Mapi» Vipaina, 40
Yipaiua, 02092, M Kuig, Ten.: +3 (ﬁ

BYRn AInaTHECHEA, 58

. Ten . +38(044) 495-82-88, darc: 495-82-87

Kusum Pharm

Ne ni/n TapayeTpni Cremnduxanus PesynnraTin
Sr. No. Tests Specifications Observations
{ 7 Kinpkicte susnaschua Asbpoxcoay ciopoxnopudy — Bin 95 % no 98,3 %
I 105 % Biz 323BICHO1 KINBKOCTI.
Kucnomu benzoiinor — Bin 95 % no 105 % Bia 96,9 %
3aARJICHOT KUILKOCTI.
Assay Ambroxol hydrochloride- 95 % to 105 % of 983 %
label claim,
Benzoic acid: 95 % to 105 % of label claim, 96.9 %
8 Mikpo6iosorigsa uucToTa 3araneHa Kinexicts acpoGHUX Mikpoopranismis
(TAMC) — e 6inpe 10* KYO/Ma. <10 KYO/mn
3aransua KinbkicTs APIKIPKOBHX T2 IIICEHEBHX
rpu6is (TYMC) — He Gimsue 10" KYO/Mmn. <10 KYO/Mn
Bigcyruicts Escherichia coli 8 1 Mn npenapaty. Bincytsn
Microbiological purity Total aerobic microbial count (TAMC):
NMT 102 CFU/ml, <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10* CFU/ml. <10 CFU/ml
Escherichia colt must be absent per | ml, Absent

3AKJIIOUEHHE: npoaykT npoH3BeAEH, YIAKOBAH H OPOTCCTHPOBAH B COOTBETCTBHN C TPeOOBAHMAMH PErHCTPAUNOHHOTO

cepgieTenscTsa. OTBeuacT Tpebonannasm u ctannapram GMP. Cepradnxar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requitements It complies

with GMP standards and requircments, Certificate No. 009/2020/GMP
JIiueH3ys HA NPOM3BOACTBO JickapcTBeHHbIX cpeacts: Cepus AB Ne 598054
Licence for medical produets production:

Batch  AB No. 598054

XuMuK-anaJIMTHR
Analyst

J3zm. HayambHika OKK IHaqamrmx OKK
' Deputy QC Head QC Head

VnonHoMOueHHOE JIHIO
Qualified Person

MMa/Name-
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Jlara/Date: et [ Zer 2.3/ S pu '\5\ o3 \‘3’0 A /[’f /a(i'? '
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' FP/0713/20 Crpanuua Ne: 2 n3 2

Page 1/1

Page No.: 2 of 2

Senaas



http://www.tcpdf.org

