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Hassa nponyxry: ABPOJIE, cupon, 30 Mi/5 i Q ,,“.,(,,fﬂm’:m" "
g \ h ¥ A
Name of product; ABROL®, syrup, 30 mg/S ml S *04 20075891
Cuana nii: Ambpoxcony riapoxnopui - 30,0 Mr/5 Ma \@\CEPT%T}(MB
Strength: Ambroxol hydrochloride ~ 30.0 mg/5 mi 63;7 y
i v g " & S
Cepist Nu/ Balch No.: SAE4002 Posmip ynaxonicn / Package size: 100 mui/ml \f’lllfm Srons?
. Dpaxon Nel i3 ckna /"
Peeerp. Ne/ AR.No.: FP/0545/24 Tun ynaxoeskn / Pack type:
P G5t M e Glass bottle No. 1
Posmip cepii / Batch size: 1000 nitpis/liters | Jdata purorosnennst / Mfg, date:  08.2024
Kin-te ynakosox / No. of packs: 10 000 Tepmin npuparnocri / Exp. date: 07,2027
Kpaina/ Market: UKR
Pecerpauiiine nocsipuenns Ne: . , TepMiH AT neobmexennii
;Tpai oyeh UA/9928/02/02 pat oy
Repistration Certificate No.: unlimited validity
Ne n/n Haszsa ananizy Coemudixauis Pesyanrari ananisy
Sr. No. Test name Specification Test result
Ornne Bin Gesbapenoro o 3serka KonToro BiATiMKY | Bianosigac
| Npo30pHit citpon.
Description Clear, colourless to light yellow syrup. Complies
Inentndikauis Uacn yTpusmyBanhs nikis amGpokcony rinpoxsopuay | Bignosinae
i KHenomt BensofiHoi Ma XpoMaTorpamax
BANPOGOBYBAHONO 1 CTAHAAPTHOTO  PO3YUHIB,
ONCPIKAHKX NPH KUILKICHOMY BH3HAUCHHI, NOBHHHI
CniBIAnaTH,
2 Identification In the Assay test, the retention time of the peaks | Complics
corresponding o 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.
T'ycrina Bin 1,10 r/mm sio 1,20 o/mn 1,12 v/Mn
3 ; i
Density 1.10 g/ml to 1.20 g/ml 1.12 g/ml
ONBOPIAICTL MACH 103, 11O e Binvine aRoX InAMBIAYANLRIK Mac BIAXUASIOTLC | Bix-2,5 % 10 1,8 %
BHTAIQOTLCS 13 GaraTtof0308Hx BiA cepennpoi Macy Gismine sik Ha 10 %. ITpx twomy
KonTeinepin JKOINA IBAMBLAYANLHA MACa 103 HE MAC BLXHASTHCH
Bill CePEHLOT MacH Bitbiie ax na 20 %
Uniformity of mass of delivered Not more than two individual masses deviate from | - 2.5 % to 1.8 %
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 n03,5 3,1
5 . <
pH 25135 3.1
CynpoBiani AoMiniky He Giasine 0,5 % housiayanuioi joMiwxn, 0,404 %
He Binbine 1,0 % cyMu 1oMimox, 0.430 %
6
Related substances NMT 0.5 % of individual impurity. 0.404 %
[ NMT 1.0 % of total impurities, 10430% N
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TOB «Kycyst ®apa»

Yupaina, 40020, m.Cyan, syn. Crps6ina, 54
Ten.: +38(0542) 77-46-10, daxe; 77-46-11
e-mail: plant@kusum.ua

Kninenka disin

TOB «Kycym Dapmy
Vipaina, 02092, m.Kuin,
BYN. AIMATHHCLKA, 58

Ten.: +38(044) 495-82-88, gaxc: 495-82-87 /KM.S‘M/% .7)/ld/"/% www. kusum.ua
Ne ni/n Haspa ananisy Cneundiranis PesynnTaTh ananisy
Sr. No, Test name Specification Test result

Kinpkiche sisnauenns AmOpoxcony rigpoxnopuay — 8in 95 % 10 103 % | 97,0 %
BIJL 2a9RICHOT KinbKOCTI,
Kuenorn Gensoiinoi — sin 95 % no 105 % sin | 100,4 %
7 3AABICHOT KiINBKOCTI,
Assay Ambroxol hydrochloride: 95 % to 105 % of label | 97.0 %
claim.
Benzoic acid: 95 % to 105 % of label claim. 100.4 %
Mikpo6Giosorinia uncrora 3aranuna  kinbkicts  aepoGuex  Mixpoopranismin
(TAMC) — ne Ginpie 102 KYO/ma. <10 KYO/Ma
3araibHa KitbKicTh APDKIOKOBHX Ta NICCHEBMX
rpuliB (TYMC) -~ ne Ginvme 10" KYO/ma, < 10 KYO/mn
Bincyruicrs Escherichia cofi 8 1 ma npenapary. BigcyTus
: Microbiological purity Total acrobic microbial count (TAMC):
NMT 10* CFU/ml. <10 CFU/MmlI
Total combined yeasts/mounlds count (TYMC):
NMT 10' CFU/ml. <10 CFU/m]
Escherichia coli must be absent per 1 ml. Absent

BHCHOBOK: / CONCLUSION:

TIpOAYKT BHIOTOBNEHQ, YIAKORAHO TA MPOANANIZORANY 3TN0 3 BUMOTAMI PECCTPALLINHORO HOCBIAUEI S,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosinac crannapram Ta sumoram GMP. Ceprudirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jliuensin Ha BUPOSHMUTBO NiKAPCLRMX 3acobin: Cepisi AB Ne 598054

Licence for medical products production: Batch AB No. 598054

LM nisTnepoiyio, o Bei BHpOGHIN craail ans nich cepii rotonol NPOAYKUE OY /s 3A0ficHen B NOBHIH BIANOBIANOCYT 3 BIMOFaMI, 3A3HAUCHHMM B YHHNIT
nacranoni 3 GMP, aarsepivkeniil MiHICTEPCTROM OXOPOITH 300pOB’S YKPATHIL, 3 BHAMOTaMS PCCCTPALITTHOIG AOCHE KPATHI HPIGHANCINA.

! hereby centify that all the manufaciuring stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of bealth of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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CEPTUDOIKATIB

XiMik-ananiTir «3aw. nadoparopielo BKSI |-Havamsuixk BKS YnosHosascHa ocoba
Analytical Chemist_ 11QC Lab In-charge | QC Head Qualified Person
ha’a/Name: Wheo KO ARG (f".g,\.u:. n'x‘/')céx'. I, (T,'?QLQ/Q""Q’""" co”/b -a,(/‘f{’é'”/(u o) Qettn 6/’
Hinnmc/Signature: 7/} v Cuy 07((”(7 e ey ¢
Jara/Date: ﬂ/’v[ C"L_](/ / ( i @ , & (:{n{ (’ﬂl/ 5‘?///&1'/) 5
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CEPTHOHKAT KAUECTBA
CERTIFICATE OF QUALITY

vme upaityiceas ARPOJED, cupon 300075 ai o 100 Wiy dhaaworiax N ]
Name of product: ABROL", syrup 30 mg?s mil, 100 ml in botles No. 1
i’cz N S AURNo: TPA4/14 . I‘:mtcp cepnu: / Bateh size: (000 Ampm}f tifers

1

) ( J)ml N / lLIlth J\o SAI'IHJ{!” i Komyuecrpo ynaopor: / Number of packs: 10 009
l"(H 4 Cpox ropanere: / L\p date: 12,2010

I’u m‘ip-tlmmmmz cameresterno Mo UADO2R/002 wamercims o1 27.06.2013 Ne 548, aefieruyer o 21.072015

- Registration certifieate No. UA/GY28/02/02, changes of 27.06 2013 No. 848, is valid 10 21.07.2013

© N fn Cpemusacatsg Pesvarrari
SeNoo| o Rests Specifications Observations |
S| O !Igmxiwn:mnGuiu;ommimpml ' COOTRCTCTEYGY
» Descripiion _— Clear, cofourless syrup. Complics
2 Hacsoibsicaigsn Bpemena  yuepxunasns  mHkor aumOporeosa | Cooreercrayet
FHAPORAOPALE 1 wnesorh Bemsolinoi s
NPOMATONRMMIY HCHBHIYEN 00 H

CHIGHEIIIONG Pacmsopos, N00YHEIHLINY 11
ROJMYCCTRETON OFIPCACTEHIN, AGIGKHNL
LOBIIATY..

[dentilication b il Agsay, Awmbroxol bydrochlovide peak | Complics
ane Denzoic acid peak in e chromatogriam
obtained with the fest sofution have the same
refention times as Ambroxol hydrochlovide
peak  and  Benzoie acid  peak  in the
chromatogrem  oblained with Uie  srandurd

i Hipereocih - O 1,10 rima o 1,20 rfvot 1,013 efan
| Relative densicy L) gfnlto 120 ¢/l R RRER 0 N
1 Wi Lfﬂ’iblhl\ll\lﬂl v ST Hle menee 180 st ‘. :umuuu\& ¥
Deliverable volume NET 100 m), Complies
5 pl Or2,5 ne 35 3.0
N L 23 W33 S S -
6 COMyrenmvIse HpHaecs He Sosiee 2,0 % winksnaysnoll apimec, 0,041 %
tle fonee 3,0 %0 cyMpn npamccil, 0103 %
& =
¢ Retated substances Individual impurity is NMT 240 %, "% o, | 0041 %
e . | Total ol impurities is NMT 3.0 o o, / 3
i J”(..
L
rJ Eal
o ; ‘,:? ¥
g
" ; N &
§ i A",/
FPAs A 14 Copparuga Neo | 2
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Agsay: Bach 3 mib of syrup
containg Ambroxel Hydraochloride
30 me

AsrBhoRCaRE SUdPINAOP U Or 95 % g0 105 % or amacnnoroe {9915 %
COAC A,

Ambrexol nedroclioride 935 % 10 105 % of fabelal elaim, RERRE

Kucroma densaliion Or 9% a0 105%  or  sassensoro | 98,29 %

COACBIAH L

. 95 % 10 105 % of labeled clabn, 98I0 n
ot rrpcmn[‘).na ,rn.nlyum,a{,u
JRUTTELES
DakTepHit ne onee 107 < {0 KOE,
rpuboL e Gusce 107, < L3 KOE,
G Entecobociorioeens, | 118 R0Nyekanren nampe i v Ermerohacterivcear,
¢ Staplpdocoves (LI, Staphylovacens durens,
| Csendumanus aeruginose Psendomonas aeruginosu
GTCYTCTBYIOT B} M.
Microbiviogical purity:
Fetal bacteria per 1 NMT 107 CTH, < Wy CFU M,
Yead Tungs por 1 oml NMT 108 Gy, < FO CEUML
Erdercvbacteriaeess, Musi be absent. Enterobucieriaovn,
Staphelococins oureis. Stophylococeus aurens,
; “seadomonias aertginos Preudomronas aeriginose are
| MR omstmmsnssnsan s b mmmssnon esmen s e SOEE GL 8 0L,
: -
i \% '
; ﬁj%/ii)‘-l CHEEE W SpoImBuiey, YIRKOUAs 11 npoteeTUPOBI & COOTBRTCTINNE ¢ TREOOBMIEIMI PLIHCTPRIHONI0TA
f ) ﬂfm“‘fﬁfli(lml\ﬂﬁf%}!ﬂ}?ﬁ & pedoriuim i cranapTen GMP. Ceprudansar N 03320 [ 3/SAUMPAIMP

¥ i i1 m.mu!}lulmd pdckcLI un(.l anadysed 98 per Registaiion Cenificale requirements. It complics
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Kuipcbka inis

TOB «Kycym @api»
Yxpaiua, 02092, m.Kuis,
BYI. AJIMATHHCHKE, 58

Tex.: +38(044) 495-82-88, daxc; 495-82-87

Kusum FPhavm

TOB «Kycym Dapu»

Viepaina, 40020, m.Cymn, Byn, Cxpsbina, 54
Ten.; +38(0542) 77-46-10, daxc: 77-46-11

e-mail; plant@kusum.ua
www kusum.ua

CEPTU®IKAT JAKOCTI
CERTIFICATE OF QUALITY
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Hasga npoaykry: ABPOJI®, ciipon, 30 Mr/S ma u g L7
Name of product; ABROL®, syrup, 30 mg/5 ml CCPTMQJIKAIIB
Cuna pif: AMBPOKCOITY TiAPOXIopHA — 30,0 Mr/5 M \\&
Strength: Ambroxo] hydrochloride — 30.0 mg/5 ml ’11 /m 0\0‘(\
Cepist No/ Batch No.: SAE4001 Posmip ynakosxn / Package size: 100 mi/ml —
Pnakon Nel i3 cxna /
Pecerp. Ne/ A R.No.: 1P pe:
ecerp. Ne/ AR.No FP/0441/24 Tun ynaxosin / Pack type Glass bottle No.1
Pasmip cepii / Batch size: 1000 nirpis/liters | Jara Burotosnenns / Mfg. date: 07.2024
Kin-ts ynaxonok / No, of packs: 10 000 Tepsin npuaatHocyi/ Exp. date! 06.2027
Kpaina / Market: UKR
Peccrpauiiine noepixuenns Ne: Tepmin Al Heobmexenuii
A 2
| Registration Certificate No.: ik unlimited validity
Ne ni/n Hasga ananisy Crnewnixaiist Pe3yibTaTh aHamizy
Sr. No. Test name Specification Test result
Onne Bin Ge3bapmHoro n0 30erka OBTOTO piaTinky | Bixnosinae
1 ‘Npo30pHH CHPOTL.
Description Clear, colourless to light yellow syrup. Complies
Inenrudirauis Yach yTpuMyBasist Tikis amGpoxcony riipoxiopriy Binnosinac
i wucnoty  GemsolfiHoi W@ XpOMATOTpamMax
BUApoGoBYBAaBOTO 1 CTARRJAPTHOrO p03‘IHHiB,
OuepAANNX PN KUILKICHOMY Bi3HAeHH, TOBWHHI
cniBnagaTy.
2 Identification In the Assay fest, the retention time of the peaks Complies
corresponding  fo  Ambroxol Hydrochloride and
Benzoic acid in the Test solution matches with the
retontion time of the peaks corresponding fo
Ambroxo] Hydrochloride and Benzoic acid obtained
with Standard solution.
T'yctuna Bin 1,10 r/mn no 1,20 r/ma 1,12 v/Mn
3| Density 1,10 g/l to 1.20 g/l 1.12 g/nl
OpHOPINHICT: MACH 103, 1110 He GinLie (BOX iHIEBIAYANbHNX MAC BIIXHILTIOTHCS Bin-1,8% n01,3%
BHTATAIOTHCS 13 HAraToORO30BUX Bin cepenoi Macy Gibure Ak wa 10 %. Tlpu oMy
KoHTei{iHepiB KOIHA {HAMBINyaThHA MACA 103 HE MA€ BIIXMIIATHCSE
BiJt cepemnot Mac Sinbine gx xa 20 %
4 Uniformity of mass of delivered Not more than two individual masses deviate from | - 1.8 % t0 1.3 %
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 o 3.5 3,0
: pH 2.5t03.5 3.0
Cynposinil oMimKu He Ginbime 0,5 % iHaupixylisHoi QOMILIKH. 0,264 %
y He 6inswe 1,0 % cymn noMiurox. 0,267 %
Related substances NMT 0.5 % of individual impurity. 0.264 %
NMT 1.0 % of total impurities. 0.267 %
FP/0441/24 Crop./Page No: 1 3/0f 2
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Kuiscwxa dimia

TOB «Kycynt Gapm»
Vipaina, 02092, m.Knis,
By AnMarnHerka, 58

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

Kuswm Pharm

TOB «Kyeyn Dapm»

Vipaina, 40020, m.Cymy, syi. Cxpabina, 54
Ten.: +38(0542) 77-46-10, ¢axc: 77-46-11

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

Ne w/n Haspa ananisy Crenudiranis PesynpraTh ananisy
Sr. No. Test name Specification Test resuit
IGinsKicHe BU3HAYEHHA AmBpokcony riapoxiopnay — Bix 95 % no 105 % | 98,4 %
Bl 3aABJIEHOT KINTBKOCTI.
Kicnoti Gensoiinol — sin 95 % mo 105 % sin | 100,5 %
7 sagBnenoi KUIsKocTi.
Assay Ambroxol hydrochloride: 95 % to 105 % of label 98.4 %
claim.
Renzoic acid: 95 % to 105 % of label claim. 100.5 %
MixpoGionoriysa YHCTOTA RaraipHa  KITBKiCT, aepoBHux  MIXpoopraHisMis
(TAMC) ~ ne 6inve 10° KYO/ma. < 10 KYO/Mn
3aranbpa KiibKicTh APDKIOKOBHX Ta HliceHeByX
rpu6is (TYMC) ~ ne Ginsie 10" KYO/ar. <10 KYO/Mn
Bincyrricts Escherichia coli B 1w nipenapary. Bincyrns
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10? CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (VYMC):
NMT 10! CFU/ml. < 10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent

BUCHOBOX: / CONCLUSION:

TIpoyKT BEFOTOBJICHO, YNIAKOBAHO 13 IPOAHANIZ0BAHO 3IIAHO 3 BUMOTAMH peecTpaLiitHoro OCBIAYCHNA.
"The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepist AB Ne 598054
Batch AB No. 598054

Bipnosixae cTanpapram ta Bumoram GMP.
1t complies with GMP standards and requirements.

Jlinensis Ha BMPOBHULTBO JiKapehKuX 3aC06iB:
Licence for medical products production:

11 MiTBEPIVKYI0, WO Bel BupoBumai cranii A uiel cepii rotonei npoaykuii Oynn agivtcreti b NOBHIN BIANIOBIANOCTI 3 BHMOTaMH, 3a3HAUCHIMH B upnHi
nacranosi 3 GMP, satpepivkeniil MinicTepcTBoM 0X0poRi 3R0poB’A Yxpaium, 13 BUMOTamK PEECTPALIIIHOTO JOCHE KpATHY NPHIHAYCHIA.

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 Ukmine and with the requirements of the Marketing Authorisation file of the destination country.

JTAERDAPM
T

1pEnTdHg AL A

xop 20075891
s
CEPTHMIKATI

VnoBHoBakeHa ocoba
Qualified Person

Ximix-aHaniTux
Analytical Chemist

' 3ap. maGoparopieio B | Hauanbnux BKS]
1 QC Lab In-charge I QC Head

, . . , o ; VE
In’s/Name: Geuémpe gQ 7 Jfr fyjuxamaur;a AN /,”&@LLL@V{-,C..(LZ@, jf(

Teogumluro

Tigmuc/Signature: W @LQQQ(.:/ & Cf«u‘/ . (Y&OLLC,C‘L((CC?//
. /
Para/Date: 1910114 RG(GH 24y £9(= [y L 9/oty
(A
FP/0441/24 Crop./Page Ne: 2 3/0f 2
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o TOBAPHCTBO 3 OBMEXXEHOXO BIMYOBITAJIBHI

<
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«KYCYM DAPM»
Byn. Cxpadina, 54, M. Cymn, 40020,

Ten: (0542) 77 92 30, paxc: (0542) 77 92 32,
¢-mail: plant@kusum.ua, web: www.aisum.ua

Kon EAPTIOY 33525927

AT
YK

«TAEABAPA
EiyM
l,r;a.-um{:ixauiﬁnuﬁ
%o 2007581

s
CEPTHdIkATI

CEPTH®OIKAT SIKOCT}
CERTIFICATE OF QUALITY

Hassa npogyrrty: ABPOI®, cupor, 30 aav5 mn
Nrme of product: ABROL®, syrup, 30 mg/5 ml
Cuaa gii: AmBpoxcony rinpoxnopna — 30,0 mr/5 Mn
Streneth: Ambroxol hydrochloride — 30.0 mg/5 ml
Cepin Mo / Batch No.: SAE4003 Poznip ynakosicen / Package size: 100 Ma/ml
Daaxon Nel i3 exya /
Pecerp. Ne/ AR.No.: FPA001/25 Tun ynawopicn / Pack type: Glass bottle No. 1
. " ; 9695 .
Poanip cepii/ Bateh size: dnakomisfbottles Hata suroronnen / Mig. date:  12.2024
KpaTna / Market: UKR Tepmii npuaaTnoeti/ Exp. date: 11,2027
Pecerpaniiine nocsiguenns Ne; TepaiH Al HeoBMeke 1
Registration Certificate No.: UA/2928/02/02 unlimited validity
Ne /n Haspa ananizy Cremndikanin Peaymurarit ananizy
Sr. No. Test name Specifieation Test result
Omnric Bin Gesbaponoro zo snerxa xomroro Bintiucy | Binnoninae
] TipO30pUi cupon,
Description Clear, colourless o light yellow syrup, Complies
InenTnthikanin Hacn yrpanvysaniig nikis amBpoxcony riapoxiopuny | Bianosinac
I xmenomt  Bemsobinoi  ma XpoMarorpamax
BUnpoboByeanore | CTAHAAPTHOIC  posusnin,
QAEPKARME BpH KinuricHomy BH3HAYMCHHI, HOBuHi
cnismanary,
2 Identification In the Assay test, the retention time of the pesks Complies
corresponding 0 Ambroxol Hydrochloride and
Benzoic acid in the Test solution matches with the
relention time of the peaks comresponding (o
Ambroxol Hydrochloride and Benzode acid obtained
with Standard solution,
Iycruna Bia 1,10 r/s 20 1,20 rfain 1,12 r/mn
* | Density 1.10 g/l to 1.20 g/ml 1.12 g/ml
Onuopingicts Macu o3, moe He Ginewe nnox inmsinyansnmx mac sigxmnnoTees Bin-3,0%103,6%
BETATAIOTHCA 13 GaraTomozonmy Bill CEpRNBOT MacK Ginbue 2x ta 10 %. Tpu nsomy
KoHTEHHEDID HoDHa JHIMBIyansHa Maca R0 He Mae BixXanaTHER
Rill CeperHLOT Mac Giibiue ax Ha 20 %
4 ; . ; o :
Uniformity of mass of delivered Not more than two individual masses deviate from | -3.0% t0 3.6 %
doses from muliidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %
pH Bin2,5n03,5 3,0
> ol 2.5103.5 3.0
Cynponipii nomimkn He Ginbie 0,5 % inansizyansrol aonimmn, 0,323 %
6 He Ginemre 1,0 % cymn ROMisIOK. 0,392 %
Related substances NMTU;%OMMWMMHmey 0.323 %
NMT 1.0 % of total impurities. 0.392 %
FP/0001/25 Crop./Page MNe; 1 3fof 2
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B TOBAPHCTBO 3 OBMEEHOIO BIIIOBIIANLHIGER R

i<, «KYCYM DAPM
. «IEhApY
; Tl
Kseere Pharw, Byn. Ckpsbina, 54, m. Cymu, 40020, r.v;cnnl.ﬂﬂq.-;-.....,-.
Ten.: (0542) 77 92 30, daxc: (0542) 77 92 32, *or 20025897 |
e-mail: plant@kusum.va, web: www, kusurm.ua CEPTHduAT ‘/
&
Kon €JIPTIOV 33525927 N = $y
sigalense
Nem/n Haaza ananizy Crenupicanis PeaynmeraTirimanisy
Sr. No. Test name Specification Test result
Kinbricne susnavenng Anbpoxcony riapoxIopnay — nin 95 % ao 105 % 100,5 %
Bia 3asBnenol kinLKkocyi.
Kucnory Gexzolinoi ~ sig 95 % no 105 % gin 98,1 %
7 3a9BACHOT KiNbKOCTY,
Assay Ambroxol hydrachloride: 95 % to 105 % of label | 100.5 %
claim,
Benzoic acid: 95 % to 105 % of label claim, 98.1 %
MixpoGionoriuna unerora 3oraneHa  winbxicTs aepolduix  Mikpooprawizmis
(TAMCY) - e Binbwe 102 KY O, < 10 KYQimn
3arankha xinewicts IpBIKoBHX Ta mmicenenmx
rpHbin (TYMC) - nie 6insme 10" KV O/mu, <10 KY¥YOfmn
BincyTicts Escherichiu colin 1 mn npenapary, Bincyrna
8 Microbiological purity Tota] aerobic microbial count (TAMC):
NMT 102 CFU/ml. < 10 CFW/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFUAmL, <10 CFU/Mm]
Escherichia colf must be absent per 1 ml. Absent

BUCHOBOX: / CONCLUSION:

TIponykr ButroToBNERO, YNaKOBAHO T4 poaHanizoBans srinyo 3 BHMOTaMH peecTpauiiHoro mocsinuen.
The product s manufactured, packed and aunalyzed as per requirements of Registration Certificate,

Binnosinae CTanfapraM Ta BiMoran GMP. Cepradixar Xe 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jligewsist va BupoSHymTRE nikapeLryx sacobis: Cepin AB Mo 598054

Licence for medical products production: Batelr AB No, 508054

Uy niztaepyiyio, wo pej BHpoBiun eranif s uiet €epil roTesoT NpogykuiT Gyuiw amificneni & nosuis sianosigvmocti 3 BEMOIAMH, 3NIUAICHNMN B YuRif
HacTaosi 3 GMP, JarBep/peniil Minicreperaom OXOPOL1 3A0p0B'A Ykpain, i 1 BHMOCAMM peecTpauifinore nocke Kpaian npn3uaseing,

1 herchy cenify that all the masfactuing stages of this batch of finished product have been earried out in full compliance with te GMP requirements of the
Ministey of health of Ukraine and with the; REA Iig\{lhc Marketing Authorisation file of the desifnation country,
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F Ximik-awaniznx +3ap. naboparopicio BKA MHavanemayx BICA ¥roBHOBANEHA 0coGa
Analytical Chemist { QC Lab In-charpe ' QC Head Qualified Person
In’s/Name: Powaistsuen. 1.0, {S’u.( P m{%&.\ b7 é?\’,h&o soretoff i /?%wa&z ‘-}f‘:v?- .
Tlianuc/Signatare: ,Za{ fu.uz Y o4 :('—)’/a,e.J . > J"
Hara/Date: iy f:; i g Yl ita 4o f:&s" TEORE
FPIOD01/25 Crop./Page Ne: 2 a/of 2
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Heprxasia caymba 3 niKapebKHX State Administration on Medicinal
sucobin y Cymenkiil ofracti _ Products in Sumy region

Jlaboparopisn 3 kourpomo socri
HIKAPCLRUX 3ac00iB Ta MequuHoT
npopyruil Jepseasuol eaysbn ;
aikapesinx 3acobie y Cysesiiit
odJneri
Yipaina , 40002, M .Cymu, Nepemorn, 2 ~ Ukraine , 40002

Laboratory from control of quality of
medications and medical products of
State Administration on Medicinal
Products in Sumy region

Buenosox nono swoeri Ne 0363 i 29.07.2014

Hassa npenapary: ABPOJIE cnpor, 30 /3 s o 100 vy daakonax Ne |
Peeerpaitiiinnii noniep: 0563
Bipobunurso: TOB "KYCYM DAPM", Yipalita, m. Cymu
Hoatep cepit: SAEA003
l’}J‘%.\}lp WA Pl BUL sikol 2%
siailpano spuson:
Tepatin npugarnocri; 1272016
Tonapietso 3 o6ueskenoio sianosiansHicTio "KYCYM MAPM®, Tosapuerso 3
Biaibpanofonepmano pin: ofnereHOIe pianopiaanbHictio "KYCYM MARPM", Cymeska 0Baacth, M. Cys,
syl. Cepabing, 54
Hara oacpaann: 25.07.2014
Bia wonrpomo: Hanpasnesns JI3 3a gopyiennsn JIMO3 (436)
AHO (M, enenndirawuit), AT mo P Ne UA9928/02/02, aminm a0 AHJT
BIANOBEANO 10 $IROT
NPOBGUITLET AELIE3;
Tlorwsuur Buaroen AH/T Pesysrvimam
Quure Bia Gesbapsuore oo Aeas )OBTYBATOrO BIATINKY NpO3opHi Bianosiaae
cHpon,
Pycerinm Bin 1,10 résa no 120 v/mn 11220 riem3
Ob'em suieTy dnakony He setiwe 100w 100.0 s
pH, noteHIoMeTRIRIHG Biz2,5 103.3 3.04
Yraxoska 3riano AHJT(MEST) Tokassi Bi3yanLiore KOHTROINO Binnosinae
Maprysaing 3rino AHITMICST) TIoKkaz ik BizyanbHOro KOWIpOiIo Binoniiac
BHCHOBKH: Hepenipenii spasor ABPOIW cupon, 30 srdS sun o 100 vy aikontax Ne | cepif

SAEAC03 supoGmuues TOB "KYTYM OAPM", Yipaina, s Cyasit siinesitae
o osumoray AHJT xo PYTNe UA928/02/02. sMin a0 AFTE a nasencnumn sre
OKABHHKAM
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CERTIFICATE OF QUALITY

umep-LLp:m / Batch size: IUO(] mnpnu

ilers
!{omltwum) VHAKOH OIS / Number of packs: 10000
3 122016
I’e: e pnmstumm : FRYCT 10 21672015
| Registration cer “““-“ﬁ‘NO- Lff\f-‘)‘f‘-?z.ﬂx_(_}___’;'"_0 Lhdllﬂt&ol 27062013 No, 348, s vl 10 21,07.201 5
Ne na/n Hapamerpi ¢ iluluqnmmum Pesynpinthi
Sv. No. Hests  Npecifications Observations
! Ilpmp i‘lliblli Dectpeyub cupon ( QOTREPCTRYET
Deseription Clear, eolourless syrup. Complies
2 Il Bpesena  vagprngiuid  anxos adOpoxcony | CoorReremiyer
VIZIDOXIOPHIA B KHCEeTL Deronnoil m
XPOMATOTPIMMILY HEIHIPEA O f]
CHILHOQPIIOZ PACAIGORE, IHIYICHINX UPR
ROABUESCTRIBION  ONDSCACINN,  SOJOKITLE
COBUILLATL,
[dentilication 0 the Asgay, Ambroxed hydrochdoride pesk | Congries
and Beozoie peid peak oy the cromarogram
obtained with the fest volution have the same
refention thnes as Ambroxol hydrochloride
peak  and  Benvoic  acid  peak  in the
chromastogiam  obtpined  with the stenrdard
3 llaoThoets O L0 i o 1,20 efai, L2 rian
4 Relanive density | 1O ofml 1o 1,20 pAnd 20l
4 OF oM CoARPRaaro Gaaka s Fe mesice 100 v, Cloornerer
| Defivecable volume 0 NUT 190 ml. . Complics
3 pH Or 2,510 3.5 3,01
S RS 7
o VAR A (00,0 24
6 COUYTCTBYIo NG BPIMECH He Bogee 2.0 Yo s Kyainioit (pHMcs s, 0,209
IHe Hozee 3,0 Yo cymanl npamcced, 1,229 %
Related substances Individual impurity is NMT 2.0 %, 0.209 %
) Jowlof iupurities SNMT30 %, §0229%
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3 At CHPOUE CONCPIN
AMDPORCONI 1 OAPOXAOPRIL., I0MT

Assay: Lach 5wl of syrop
contping Ambroxol Fydrochloride
30 mg

Aulporcon crdpaxaopse) Or 93 % a0 185 %% o1 saspncnnoro | 100,80 %
COAR|TRAL I,
Ambraxol hvdroctiloride 93 ¥ o 105 9% of fabeled clainy. L) .80 %
csemie Besorinest Or 93%  xo  105%  or  spswrennoro | 9913 %
COABPIRIHIL,
e Benoic ucid | 952w 105 woflabeted clain, 1 98IS%e ]
8 I OO TG R H1CT OFsE:
p L ma npenapicra Ju;uuynmmcn
LT
Gakrepnit Le Hogee (07 5 KOG,
Ipuian: e Hogee 1Y, < 1 KOE,
BaArTePHY Ergerobvntorincery, | Fhe ponyokagrea gioussne o i, Enferohictorfavag,
Stuphylococcas (s, Staphylococins aureus.
Pyewdonionds aeriginosa Psewdomonas dernginoesi

areyTeryior i 1 M,
Migrobiotogical parity:

Tutal bawleria per | int NMT 16T CIU. 5 CFUfnl,

Total fungt per | ml NN P CFLS <G CFUMmL
Enterobacteritceas, Must be ubsent. Lderobaciarioceas,
Stapiivfococcs e, Steapfifococeus anreys,
Paeidomones aeruginosd Psewdomonas gerughoss are

FHY ) Sl v cranapraa GV, Copradmiray Ne 0332015/SAUMP/GMP
g 5[(}[\ *Ehu pmclml i Eltaufactured, packed and mnalyzed as per Registragion Certifieate requirements. 1t complies
with P standacdgaind require 1& is. Cerfificate No, 033201 3/SAUMP/GMYP
etk g 1ol g:‘(im{hﬁ“ Tociniy cpeacry: Cepost Ald N 308054 e,
L ulus.wg‘!@gc’gm@gm} sAarpifuction: Bt AB No. 598054 / f;h £
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