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EPTUD ECTBA
CERTIFICATE OF QUALITY

Ha3saune npoayxra: ABPOJI%, cupon, 30 mr/S M, no 100 mn y dnakonax Nel i ckna
Name of product: ABROL®, syrup, 30 mg/$ ml, 100 m! in glass bottles No.

Per. Ne: / A.R.No.: FP/0734/20 Paamcep cepun: / Batch size: 1000 nutpon/ Jiters
Cepus Ne: / Batch No.: SAEK008 Koauuecrro ynakosox: / Number of packs: 10 000
Jara usroronnennsn: / Mfg. date: 09.2020 Cpok roanocrn; / Exp. date: 08.2023

Perncrpaunonmnoe cosnereancrao Ne UA/9928/02/02, Tepmin aii ncobmexwcnmii
Registrafion certificate No. 1JA/9928/02/02, unlimited validity

Ne n/u MapameTpur Cnennduxauns Pesyanrarns
Sr. No. Tests Specifications Obscrvations
1 Omuc Bia Ge3bapsroro 1o 3nefxa kosroro sinrinky Binnosinae
npo3opuii cupon.
Description Clear, colourless to light yellow syrup. Complics
2 Inewtirdikanis Hacu ympumysansa  nikie  amfpoxcony Bianosiuac
2idpoxaopudy i xucnomu  Gensoiinoi  Ha
XpoMaTorpaMax sunpobosyeanozo i
cmandapmuozo posuunie, OACPKAMHX TIpH
KinbKicHoMy BI3HAYCHHI, NOBHHHI
crismanari.
Identification In the Assay test, the retention time of the Complies

peaks corresponding 10 Ambroxol
Hydrochloride and Benzoic acid in the Test
solution matches with the retention time of the
peaks corresponding to Ambroxol
Hydrochloride and Benzoic acid obtained with

Standard solution,
3 Tyctuna Bin 1,10 r/mMa no 1,20 r/vn 1,12 r/mn
Density 1.10 p/mi to 1.20 g/ml 1.12 g/ml
4 Onnopinnicts Maci no3, njo He Ginpue asox biampigyamsnmx  Mac Bia-2,8%004,7%
BHTATAIOTHLCA i3 BIAXHASIOTLCA Bif cepeannol Macy Ginnlie sk
6araTono30BHX KOHTElHEPIB Ha 10 %. Tlpn uroMy xonHa iHAMBIIYyaNhHA

Maca 03 H¢ Mae BIAXWAATHCA BiL CepeAHKOl
MacH 6inbiue sx Ha 20 %

Uniformity of mass of delivered Not more than two individual masses deviate -28%104d.7%
doscs from multidose containers from the average mass by more than 10 %, No
individual dose mass deviates from the
average mass by more than 20 %

s |pH Bin2,5 10 3,5 3,0
pH 2.5103.5 3.0

6 Cynpogiani gomimxn He 6inste 0,5 % indugidyansroi domiutru. 0.154 %

He 6inbie 1,0 % cysu dotiwok. 0,424 %

Related substances NMT 0.5 % of individual impurity, 0.154 %

NMT 1.0 % of rotal impurities. 0.424 %

«NIERPAPM
FP/0734/20 JATI» Crpannua Ne: | wa 2
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Kutscoxa dinis : TOB «Kycym d?tlpM»
TOB «Kycym ®apm» Ykpaita, 40020, m.Cymn, yn. Cxpa6ira, 54
Vkpaina, 02092, M. Knis, Ten.. +38(0542) 7146 0dbakg: 77-46-11
8yJ. A/IMaTHHCRKa, 58 e-mgy RBRMm.com

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

Kusum Pharm
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g
’% «KYCYM GAPM»
LenTadikantiinni
Ne n/n Tapamerpu Cneundukauns > %335'@;
Sr. No. Tests Specifications 4 ns
7 Kurexicne Bn3navuenns Ambpoxcoay zidpoxropudy — sia 95 % ao 3%
105 % wia 3as8neHOT KinbKOCTI.
Kucaomu Gensoiinoi — vin 95 % no 105 % nixn 98,2 %
32ABNIEHOT KINBKOCTI,
Assay Ambroxol hydrachloride: 95 % to 105 % of 973 %
label claim.
Benzoic acid: 95 % 1o 105 % of label claim. 98.2 %
8 MikpoGionoriyaa wncTora 3aranbHa KiNbKicTh acpoGHHX MiKpoOpranisMis
(TAMC) - ne Ginswe. 10 KYO/ma, <10 KYO/mn

Microbiological purity

Sarankha KUILKICTL ZPINIKOBIX Ta TUTICCHERNX
pubis (TYMC) - ne Ginbie 10" KYO/mu.
Bincyruicrs Escherichia colis 1 mn npenapaty.

Total aerobic microbial count (TAMC):

NMT 10 CFU/m!,

Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/m].

Escherichia coli must be absent per 1 ml.

<10 KYO/un
Bincytun
< 10 CFU/ml

< 10 CFU/mI
Absent

3AKMIOMEHHE: npoaykr TIPON3BCACH, yNAKOLAH ¥ NPOTECTHPORAN B CODTBCTCTBHH C TPCGORANMAMK peErHCTpatmonnore
cauncTensctsa, OTBcHacT TpeGoBaKuaM ctannapiam GMP. Cepripuxat Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requircments. It complies
with GMP standards and requirements. Certificate No, 009/2020/GMP

JInucH3NA Ha NPON3BOACTBO ICKAPCTRCHHBIX cpencTs:
Licence for medical products production:

Cepun AB Ne 598054 -
Batch AB No. 598054

CHTAD KRy
*&*KOII 33525927\\ *
Fd,’M M.(S“

XuMmuk-anannmk 3aM. Hauansnuka OKK Hauaphnux OKK
Analyst T Deputy QC Head C Head
Hma/Name: 4239 ceacwo CH \'_l’_u oy 78 ?Clﬂm YH’““?‘-
Hoanncs/Signature: '/1'( o Qm’ - UL/)"YV
Nata/Date: sef g/ a0 SO/ aG 0O Seledlyo
FP/0734/20 Crpannua Ne: 2 43 2
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Kulsceka dinis | Pl TOB «Kycyu d)apu»
TOB «Kycyu Daprns " Yxpama, 40020 M. Cyuu :/ aenabila, 54
Vipaina, 02092, m.Knis, Ten.: +38(0542) 77-4' i al ,:‘.,5\
ny.rr Asmaruncsra, 58 , ; e-mail: infle ,.?‘. $HKa) apan)
. Ten.: +38(044) 495-82-88, darc: 495-82-87 Kusum Fharm SN

Haszauue npoaykras ABPOJT®, cupon, 30¥1/S yur, o 100 mn y dnakotiax Mel i3 ckna
Name.of product:-ABROL®, syrup, 30 mg/5 ml, 100 mlin glass bottles No.1

Per, Né: / A.R.No.: FP/0744/20

Pasmep cepun; /Batch size: 1000 aurpost liters

Cepna Ne: / Batch No.: SAEK010

Kosmuécrao ynaxonox: / Number of packs: 10000

Jara naroronnenns: / Mfp. date: (9.2020

Perucrpaunotinoe ceunercascTio Ne UA/9928/02/02, Tepmin aif neobMexeumit
Registration certificate No, UA/9928/02/02 unhmxted validity

Cpoxk: roguocrn'lExg date: 08,2023,

Ne n/n Tapamerps Cneuudurarus.
Sr. No. Tests Specifications

Pesynurarsi
Obscrvations:

1 Onug: ‘Bia-Bes6apusiors. 40 378r%a: KOBTOTO BIATIHKY
? Tipo3opuit export,
Description Clear, colourless:to light yellow syrup.

Bianosinae

Complies

2 | lmenTupixauis - Yacy  yrpumysamnt  niKis  anbpoxcony
eidpognopudy | Kucnomu Gewsoiioi wa
XpoMaTorpamax: sunpbGosysanozo i
crmaRdapmiozo  paskuite, ORepRaHIX npH
mm»xﬁc.nouy BUSHAYCHH], nosnEi
CHIBIIEJIBTB

pesks  comresponding  to  .Ambroxol
Hydipchloride and Benzole acld. in the Test
- solution: matches with-the retention time of the
peaks corresponding to Ambroxol
Hydrothloride and Banzoie acid obtained with
Standard:solution.

ldentification In the Assay test, the. ‘getention time -of the

Bianosizae

.Complies;

3 Fyoiuna Bin 1,10 7/mn sio 1,20:r/in

Diengir 1,10:g/ml t0 1:20 g/ml

1,121/Mn

L.12 p/mi

4 QniopitnicTs Macsigos; o~ | He  Ginswe, ABOX innuBinygasHpx Mac
BHTATSI0TSC:13 ) sizkinmorscs sin, cepeansol macn Ginsuie Ak
GaratonosoBux xontelinepis. Ha 10 %: pa uroMy %OAKa iHamMBiRyanbHa
Maca 1103 He, MAE, a}nxuustmcs am ‘Lepentisol
Mack Ginswe sk ny 30 %

Uniformity of mass of. deliven;d Not more: than twg individual masses deviate
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 %

Bin-14%u0 1,3 %

-l4%t i3 %

5 pH | Bin2,5103.,5 3,0
pH 251035 , 30
6 | Cynmposigiii fomitrky He'Biiisiie0;5: % indueidyansuol:domiuixu. Q.073%
He6iasue’1,0 % ey, aomum 0,244'%
Rélated substances NMT 0.5 % of individical finpurity. 0.073 %
0244 %

NMT 1.0 % of total impurities.

_,(t G~ G AT /g//(‘

FP/0T44/20

Crpannng Ne: I w3 2
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TOB «Kycym Dapm»

Vipeina, 62092, 3.Kss,
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) Ten +38(044) 495-82—88 -axc: 495-82-87

o

Yxpaina, 40020, m.Cymn, )
Tex.: +38(0542) 77-46,38

TOB «Kycyu ¢apm»

Ne n/n Mapasmerpu Cnenudnwanus
Sr. No. Tests Specifications
7 Kiabkicue Brinaucua Ambpoxcony cidpoxnopudy - sin 95 % po
105 % sin-3asssenof xifsxocri,
Kuchomu bensotinot — vig 95 % mo 105 % sin 99,0 %
3a4BNCHOY KiIBKOCTI,
Assay Ambroxol hydrochilaride: 95 %o 105 % of 981 %
label glaim. , » )
‘ Benzoié acid: 95 % to 105 %.of Jabel claim. 99.0-%
] MixkpoGioforiura uncrora aransha KinsKicTs: acpo61mx MIXpOOpTaHisMis- )
(TAMC) - xe. 6'mme 1§)2KVOIMJJ ) < 10 KYO/mn
‘Bareiida Kinskicrs Apiagikosix Ta TUTicenCRUX
FphBis{TYME) — ne:Ginstie 10" KYO/ma. <10 KYO/mn
Bintyriets Escherichia coll's | manpenapary. Bincyths
Microbiological purity Totdalaerobic:microbial ¢ount (TAMC) 4
k NMT 16 GFU/ml < 10.CFU/m]
“Total combined'yeasts/moulds.count (FYMC): ,
NMT 10* CFU/, <10-CFU/ml
Excherichia coli must be absent per 1 m). Absent

SAKNIOYEHME: nponyxT Npoi3seaeH, YHakobin-H aporectHposian. 8 ‘CooTBETCTRBUY €.
cBHpeTenbCTRa. OTReYaeT -rpeﬁonmmm H ¢raunaprai GMP, Cepruduxar Ne 009/2020/G
CONCLUSION: the: product is manufactured, packed and ‘anal

with GMP standards and requirements. Certiﬁcate No. 009/2020/GMP

Jlnuensus ng NPOHIBOACTRO NEKAPCTBEHHDBIX Cpencrs;

Licence for medical products productior:

Cepun  AB N .598054
Batch ABNo. 598054

TPEOORAUHAMH PETHCTPAUHOHHOTY
MP
yzed as per Registration Cerfificate requirements. It complies

| Xumnx-ananarine

&N uaqa:mmxa@lﬂ( {;Hauansimx OKK “VnonioMoueknoe o
Analyst CHead. QT Head Quilified Persoi
Pia/Name: %w Cre. o/wm 78] Pagan e |
Moamucs/Signature: W/ J(-}-_Qu) - O»\\V) o IL 1 oot cﬂ.“g /
Tlara/Date: b5 f16] 20 asholas 0S| {slao o e S
FP/0744/20 Crpaumua Mz 2 13 2
Page No.z2-0f 2
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Kuiseska diin

TOB «iycym Papa
Yrpaina, 02092, s.Kuis,
Byl AIMATHHCHKA, 58

0

%, Yipaina, 40020,
Ten. +38(0547f

e~

Kustrm FPharim

\ | . Ten +38(044) 495-82-88, dakc 493-82-87

CEPTHOUKAT KAUECTBA

CERTIFICATE OF QUALITY

assausie npoayira: ABPOJI®, cupon, 30 Mr/5 v, no 100 mn y durakorax Nel 13 crra
Name of product: ABROL®. sytup. 30 mg/5 mi, 100 ml in glass bottles No. !
Per. Ne: / A.R.No.: FP/0747/20 Pazstep cepua: / Batch size: 1000 nntpos/ liters
Cepus No: / Batch No.: SAEKO}] Kosmsuecrno yuakonoi: / Number of packs: 10 000
JaTa waroronsicrnst: / Mig, date: 09.2020 Cpox rommocTss / Exp. date: 08.2023
Pernctpamonnoe cunperenncrso Ne UA/9928/02/02, Tepmin aif HeoGMesxeHuil
Registration certificate No. UA/9928/02/02, unlimited validity
Nen/n Hapamerpht Crneinpuranus PesyanTaThl
Sr. No. Tests Specifications Observations
| Onuc Bin GeabappHoro A0 waerka WOBTOrO BiATUIKY Bignosinae
niposopuit cipon.
Description Clear, colourless to light yellow syrup. Complies
2 [nenTudixams Uacu  yTpuMmysauss MKiB  asmipoxcory Binnosinac
210poxnopudy 1\ Kucromu  Gen3oinoi  Ha
XpoMaTorpaMax eunpobogysanoczn i
. ' cmandapmnozo  po3YNNIE, OACPNAHNX  ApH
| KIIBKICHOMY BHIHAMEHHI, TIOBHHHI
: criBnajati.
; Identification In the Assay test, the retention time of the Complies
f | peaks corresponding to Ambioxol
’ Hydrochlornde and Benzow acid in the Test
solution matches with the retention time of the
peaks corresponding to Ambroxol
Iydrochloride and Benzoic acid obtained with
Standard solution. !
3 Pycruna Bin 1,10 r/mMn no 1,20 r/vn 1,12 r/na §
Density 1.10 g/mi to 1.20 g/ml 1.12 g¢/mi i
4 OauopianicTs MacH 103, 1O He Ginsme Aapox iuamBiyansHux — Mac Bin-1,0%n02,1 %
BUTAraIoTHCS 13 BiAXANAIOTHCS Bz cepeAnsoi mMacn Ginbine sk
GaraToA030BHX KOH reitnepin ua 10 %, Ilpu upoMY *omHa inAMBIAYansHa
Maca Jio3 He Mae BiaXmianics Bif cepennbol
macH 6inbwe aK Ha 20 %
Umformity of mass of delivered Not more than two individual masses deviate -10%1t02.1%
doscs fiom mulnudose containers fiom 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 Cyuposizui RoMILKH He Binsiue 0,5 % indusidyansnoi dostiwxu 0,075%
He 6insiue 1,0 % cymu domiox. 0,261 %
: Related substances NMT 0.5 % of indwvidual impuray. 0075%
NMT 1.0 % of total impurities. 0.261 % :
«JIEfdAPM
FP/0747/20 1/ Crpanmua Ne. | n3 2
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Kuinchka dinis ) ! ¥ _zﬁ%’i\
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Kusum Pharm

Teu., +38(044) 495-82-88, daxc: 495-82-87
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No n/n MTapavierpur Cuetnguxais PesystbTaThi
Sr. No. Tests Specifications Observations
7 Kuiskicne si3navchim AmGpoxcony zidpoxaopudy — ma 95 % no 91,5%

105 % sin sasnncnof KiabkocTi.
Kucnomu Gensoiinot — 8in 95 % no 105 % mia 98,5 %
3aABIEHOT KibKoCTi
Assay Ambroxol hydrochloride: 95 % to 105 % of 97.5%
label claim.
Benzoic acid" 95 % to 105 % of label claim 98.5 %
8 MixpoGionoriusa uncrora SaransHa KIBRicTh acpoBimx Mikpooprauizmin

Microbiological purity

(TAMC) - ne 6umsme 10* KYO/an.

3aransua KinbkicTs APPKAKOBIX Ta 1wTiceilerX
rpu6is (TYMC) — ne Ginbiue 10" KYO/a,
Biacyrwicts Escherichia coli 8 1 My npenapary.

Total aerobic microbial count (TAMC):

NMT 10% CFU/ml.

Total combined yeasts/moulds count (TYMC):
NMT 107 CFU/ml.

Escherichia coli must be absent per 1 ml

< 10 KYO/mn

< 10 KYO/han
Biacyria

< 10 CFU/ml

< 10 CFU/ml
Abscnt

e T
.o Y nMIN

SAKJIICYENHE: npouykT npox3neacH, YNakoBaH H NPOTECTHPOBAH B COOTBEICIBHYH € TpefOBaHIIAMH PErHCTPALHONHOrQ
esnnerenserna, Orseunct Tpebopannam u craupapram GMP. Ceprudmrar Ne 009/2020/GMP

CONCLUSION: the product 1s manufactused, packed and analyzed as per Registration Ceruificate requirements. It comphes
with GMP standaids and requirements. Certificate No. 009/2020/GMP

JIMUCH31A HA NPOXI3BOACTBO JCKAPCTBCHHBIA CPCACTB:
Lacence for medical products production:

Cepis  AB Ne 598054
Batelh  AB No. 598054

XUMUK-2HANIHTHK
Analyst

3am. HauansHnka OKK
"Deputy QC Head

Hayannunk OKK
] OC Head

YTIOA1OMOUCHHOE MU0
Qualified Person

Mwms/Name.
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Hata/Date. / /JZ\ aft Ol QS““\"’"’Q £ //Z /‘;’.;"
FP/0747/20 Crpannna Ne. 2 u3 2
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