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Kniscnia disis

TOB «Kycym Dapm»
Ykpaina, 02092, m.Kuis,
BYJI. AJINATHHCbKA, 58

Teu.: +38(044) 495-82-88, daxc: 493-82-87
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Kiusum Pharm

TOB «Kycym Qaps»
Yxpaida, 40020, m.Cymn, sy, CxpaGiuag, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

www. kucam.ua

CEPTUOHKAT KAYECTBA
CERTIFICATE O TY

Ha3ssanue npoayxra: ABPOJI®, tabnetku no 30 mr, Ne20 (10x2) y 6aictepax
Name of product: ABROL®, tablets 30 mg, No.20 (10x2) in blisters
Per. Ne: / A.R.No.: FP/0717/20 Pasmep cepun: / Batch size: ] 000 000 Ta6sn./tabl.
Cepusn Ne: / Batch No.: SAAK005 KoauuyecrBo ynakosox: / Number of packs: 50 000
Hara nsrororsennus: / Mfg, date: 08,2020 | Cpok roauocrn: / Exp. date: 07.2023
Perucrpanunontoe ceuaerenncrso Ne UA/9928/01/01, epmin nif HeoBGmexkernti
Registration certificate No. UA/9928/01/01, unlimited validity
Ne n/n Mapamerpni Cneunduxanns PesynvaTer
Sr. No, Tests Specifications Observations
] Onucause Kpyrasic tabnetkn Genoro usera ¢ nunueli | Coorsercrayer
Pa3nioMa Ha OAHOH CTOPOHE.
Description White, circular, flat with breakline, bevelled | Complies
tablets.
2 Hnentuduxaumus Y®-cnextp HCNBITYEMOTO pacteopa | CootseTcTyer
npenapara, HAPHTOTOBAEHHONO B  pasaenc
«KonuyecTBenHoe onpenencHue» B obnactyu
ot 220 umM a0 360 HM JOMKEH HMETh
M3KCHMYMbl MOTIOMMEHHA NPH JUIMHAX BOH
(244 £ 2) am 1 (307 £ 2) nM.
Identification UV-spectrum of test solution in «Assay» in | Complies\
range of 220 nm to 360 nm should have a
maximum at the wavclengths of (244 & 2) nm
and (307 £ 2) nm
3 Pacnapaemoctn He Gonee 15 mun, 0 mun 6 cex
Disintegration NMT 15 min, 0 min 6 sec
4 Hcrupacmocts He Gonee | % 0,04 %
Friability NMT 1 % 0.04 %
S PactBOpeHue He wmence 80% (Q) or asasmiensoro | 99 %
KojinvecTsa amGpoKcosia THAPOXJAOpHASZ 3a
30 mun.
Dissolution NLT 80 % (Q) of the label claim of Ambroxo! | 99 %
hydrochloride in 30 min.
6 OanopoanocTe nosnpopannsix | CoorseTcTRYeT TpeGoBanuaM CooTreTcTBYET
eHHHY
Uniformity of dosage units Complies with the requirements Complies
7 ConytcTBYomue npymMecH He Gonee 0,2 % xaxnoii npumecn 0,067 %
He 6onee 0,6 % cymmsl npumeceit 0,067 %
Related substances NMT 0.2 % of each individual impurity 0.067 %
NMT 0.6 % of total impurities 0.067 %
FP/0717/20 Crpamnna Ne: 1 13 2
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Kuichka ¢igisn

TOB «Kycym ®apm»

Yipatua, 02092, m.Kuig,

BYII. AJIMATHHCEKA, S8

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

o

S

Kusum FPharm

TOB «Kycym dapm»

Yrpaina, 40020, M.Cymn, syn. CkpaGina, 54
Ten.: +38(0542) 77-46-10, dakc: 77-46-11
e-mail: info@kusampharm.com

www. kusun.ua

Microbiological purity

npenapara.

In drug allowed:

Total aerobic microbial count:

(TAMC) - NMT 10° CFU/g;

Total combined yeasts/moulds count:
(TYMC) - NMT 10? CFU/g.

Escherichia coli must be absent in 1 g drug,

Ne n/n Tapamerps: Croennduxagun Pesyanrarm
Sr. No. Tests Specifications Observations
8 KoanuecTsenuoe onpeneneine | Ot 28,5 Mr no 31,5 wmr am6poxcona | 29,11 mr
ruapoxnopuaa B 1 tabnerke (95,0-105,0 % ot | (97,0 %)
3ARBINECHHOIO KONMUYECTBA).
Assay 28.5 mg to 31.5 mg of ambroxol hydrochloride | 29.11 mg
per tablet (95.0-105.0 % of label claim). {97.0 %)
9 MuxpoGuonoruueckan ukcrora | B npenapare nonmycxaercs:
obwee yncao a3pobHBIX MHKPOOPraHU3IMOB
(TAMC) — ne Gonee 10° KOE/r; <50 KOE/r
ofuee 4MCAO APOMOKEBBIX M  IUIECHEBBIX
rpuboB (TYMC) ~ ue Gonee 10° KOE/r. <50 KOE/r
He nonyckaerca Escherichia coli B 1 r | Escherichia coli -

oTcyTcTByerB | r

<50 CFU/g

<50 CFU/g _
Escherichia coli is absent per

lgdrug

SAKJIFOYEHHME: npoaykT npom3sencH, ynakosaH H NPOTECTHPOBAH B COOTBETCTRHH ¢ TpeGOBAHMAMH PErHCTPALHOMHOTO
caunerciberBa. OTsedaet TpebGopanniaM H cTanaapraM GMP, Ceprudurar Ne 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies

with GMP standards and requirements. Certificate 009/2020/GMP

JInuensus Ha NPOM3BOACTBO NEKAPCTBEHHEIX CPEACTS;

Licence for medical products production:

Cepus AB N: 598054
Batch AB No. 598054

XHUMHUK-aHANHTHK ,‘BaM. Havanbuuxa OKK Havansuux OKK Ynoanomouentoe auuo
Analyst ‘Deputy QC Head 1 QC Head Qualified Person
. n g -— ! "j’,; §
Hma/Name: CULOlm p.gé.g Crav O eeascS 7 5 PQ.&M ‘%M"*‘L %@; a"w,é,y R
Moanucw/Signature: W (Crpaes /\’]\V ff e, e
o L/ - : (v Ry
Jlata/Date: 2816900 2yfor o }%\Dﬂ bo £y o
FP/0717/20 Crpannua Ne: 2 u3 2
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Knisceka ¢istin

TOB «Kyeym @apa

Vipaina, 02092, m. Kuis,

Byl AamariHeska, S8

Ten,: +38{044) 495-82-8&, daxc: 495-82-87

Kusum Pharm

TOB «Kyeyst @apas
Ykpaina, 40020, ».Cymn, sy, Cxpabina, 54
Ten.: +38(0542) 77-46-10, dare: 77-46-11
e-mail: info(d kusumpharm.com
waw.kusum.ug

CEPTHO®HKAT KAYECTBA

CERTIFICATE OF QUALITY

/

Name of product: ABROL®), tablets 30 mg,

Hazpauue apoaykra: ABPONI®, TaGnetky no 30 Mr, Ne20 (10x2) y 6nictepax
No.20 (10x2) in blisters

Per. No: / A.R.No.: FP/0723/20

Passep cepuu: / Bateh size: | 000 000 Tads./tabl.

Cepun Ne: / Batch No.: SAAKD06

Koauuecrso ynakopox: / Number of packs: 50 000

HAarta nsrotoBaenns; / Mig. date: 08.2020

Cpok ronnocty: / Exp. date: 07.2023

Peructpaunonuoe ceuaeTenncTro No UA/9928/01/01, Tepmin aii HeoBMexeruit
Registration certificate No. UA/$928/01/01 . unlimited validity

Ne n/n Iapamerpsr Crennduxains PeayanTarm
|_Sr. No. Tests Specifications Observations
] Onucanye Kpyrmpie tabnerkn Genoro usera c nmnmeii CootsercTayer
pa3noMa Ka 0aHo# cropone,
Description White, circular, flat with breakline, bevelled Complies
tablets.
2 Hnentndurains Y®-cnextp HCTIBITYEMOTD pactaopa | CooTBeTeTBYRT
1penapaTa, NPHTOTOBACHHOTO B  pasjenc
«KonsuecTBeHsoe onpenesenne» B 06GnacTH
oT 220 wm nmo 360 uM HomWeH Hmerts
MAKCHMYMb! NOMTIOWEHHS OPH AUIHHAX BOAH ITHOAPH
(244 £ 2) um 1 (307 + 2) nm. It
1 Lassrradyiam i
ldentification UVespectrum of test solution in «Assay» in | Co
range of 220 nm to 360 nm should have a
maximum at the wavelengths of (244 + 2) nm
and (307 £ 2) nm
3 Pacnanaemocts He Gonce 15 mun. 0 Muu 8§ cex
- Disintegration NMT 15 min. 0 min 8 sec
4 Herrpaemocrs He Gonee 1 % 0,06 %
Friability NMT 1% 0.06 %
5 PactBopeune He Menee 80% (Q) or aassnenworo | 101 %
xomryecTsa aMOpokcona THApOXNopHaa 3a
30 mun.
Dissolution NLT 80 % (Q) of the label claim of Ambroxol | 101 %
hydrochloride in 30 min.
6 ORHOPOAMOCTE HOIMPOBAHHBIX CootsercTayer TpeGoparsam CootrercTyer
CANHHUIY
Uniformity of dosage units Complies with the requirements Complies
7 ConyreTeytoune npusmecH He Gonee 0,2 % kaxnoii npumecs 0,065 %
He Gosee 0,6 % cymmbl npumeccit 0,085 %
Related substances NMT 0.2 % of each individual impurity 0.065 %
NMT 9.6 % of total impurities 0.085 %

FP/0723/20 % W L ﬂff ;(7 éﬂ S0/ W

C’I}%a Ne: lwa2
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TOB «Kycym daprin

Yicpaiva. 02092, m.Kulg,

BYA. AJINATHHCBKA. 38

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

5

Kustum Pharm

TOB «Kyeyn @aprrs

VYxpaina, 4002¢, . Cywm, sy, Crpalina, 34
Ten.: +38(0542) 77-46-10, gaxc: 77-46-1)

e-mail: infoi@kusumpharm.com

weyw. kusum ua

Ne n/n Hapasmerp Crneundukanus PeayasTaTe
Sr. No. Tests Specifications Observations
8 KomiuecTrennoe onpenenensie | Ot 285 Mr mo 3 1,5 mr  amBpoxcona | 2925 mr
THapoxnopiaa 8 1 Tabaerke (95,0-105,0 % or | (97,5 %)
3aABNCHHOMO KONNUecTRa),
Assay 28.5 mg to 31.5 mg of ambroxol hydrochloride | 29.25 mg
per tablet (95.0-105.0 % of labe! claim).. (97.5 %)
9 MuxpoGHonornyeckas uncrora | B npenapare nomyckaercs:
ofuiee 4HcnO a3pOBHBIX MHKPOOPralUIMOs
(TAMC) - ue 6onee 10* KOE/r; <50 KOE/r
obulee WHCAO APONKEBRIX W MICCHERBIX
rpubos (TYMC) — ne 6onee 102 KOE/T, <50 KOE/r

Microbiological purity

He nmonyckacres Escherichia coli s 1 r
npenapara,

In drug allowed:
Total aerobic microbial count:

Escherichia coli —
oTcyreTayers | r

(TAMC) - NMT 10° CFU/g; <50 CFU/g

Total combined yeasts/moulds count:

(TYMC) - NMT 10% CFU/g, <56 CFU/g

Escherichia coli must be absentin | g drug. Escherichia coli is absent per
1 g drug

JAKJIFOYEHHE: npoilykr npowssesen, ynakosan u TNPOTECTHPORAH B COOTBETCTRUIM € TPEGOBAMMAMN PECFHCTPAUMOHHOTO
CBHACTEALCTBA. OTBCUACT TpeGoBanusM U cTaupapTam GMP. Ceprudmrar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements. Certificate 009/2020/GMP

Cepna AB Ne 598054
Batch AB No. 598054

JlsLeH3HA Ha NPOM3BOACTBEO NEKAPCTBEHHBIX CPEACTE:
Licence for medical products production:

XuMHK-aHanuTHK 3am. HauanpHuka OKK Havansunk OKK YrnonnoMoucHHoe nHuo
Analyst [ Deputy QC Head .IQC Head Qualified Person
Hna/Name: é’&wm’w& CLUJ Clresco TS P(l_aw Y-ai"\ﬁj(\ Ty g A
Toxnues/Signature: M " 5\'-;-4“ _ C}\\W ’rjs (P ;
JHata/Date: 25109/ 30 S g ,;;._:; 9_@ \03\}8 Py j
FP/0723/20 Crpannna Ne: 2 p3 2
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Knisenxa divia

TOB «Kycysm Papa
Yrpatua, 02092, w.Kuin,
BYM, AJMATHHCEKA, 5§

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

Kusum Pharm

TOB «Kycys: @apy»
Ykpaina, 40020, m.Cymu, Byn. Ckpsfina, S4
Ten.: +38(0542) 77-46-10, dawe: 77-46-11
e-mail: info@kusumpharm.com

www kusum.ua

CEPTHOUKAT KAYECTBA
CERTIFICATE OF QUALITY
Hazsanue npoaywra: ABPOJI®, tafaetin no 30 mr, No20 (10x2) y Baicrepax
Name of product;: ABROL®, tablets 30 mg, No.20 (10x2) in blisters
Per. Ne: / A.R.No.;: FP/0727/20 Pasmep cepun: / Bateh size: 1 000 000 1a6n./tabl.
Cepnsa Ne: / Batch No.: SAAKOD7 Konnuecrno ynakosox: / Number of packs: 50 000
Hata maroTonnennn: / Mfg, date: 08.2020 _| Cpox roanocty: / Exp. date: 07.2023
Perucrpaunonnoe ceuaereascreo Ne UA/9928/01/01, TepMin i HeoBmexenuii
Registration certificate No. UA/9928/01/01, unlimited validity
Ne w/nn Hapamerpni Crennduxauus PeayanrtaTii
Sr. No. Tesis Specifications Observations
1 Onucanse Kpyrasie tabnetkn Genoro wmera ¢ nunseil Cootmercrayer
pasnomMa Ha 0aHOH cTopoe.
Description White, circufar, flat with breakline, bevelled Complies
tablets. '
2 Unentudmkayus Y®-cnekrp HCOKITYCMOTO pactsopa | CooTseTcTBYeT
npenapatd, NPHIOTOBIEHHORO B  pasaciac
«KoanuecTacHHoe onpeaencHue» B oGnacty
0T 220 BM g0 360 HM ROWKEH HMETH
MﬂKCliMyMLl NOTAOLUEHHS npy OanRax ‘HOJ'H{
(244 £2) wm 1 (307 £ 2) nu,
Identification UV-spectrum of test solution in «Assay» in | Complies
range of 220 nm to 360 nm should have a
maximurm at the wavelengths of (244 + 2) nm
and (307 +2) nm '
3 PacnamaeMocts He Gonee 15 man. 0 Mun § cex
Disintegration NMT 15 min. 0 min 5 sec
4 Herupaemocts He 6onee 1'% 0,47 %
Friability NMT 1% 1047 %
5 Pacteopenne He wenee 80% (Q) or saseneurorc | 100 %
komuuecTsa ambpokcona ruapoxnopuaa 3a
30 mun.
Dissolution NLT 80 % (Q) of the label claim of Ambroxol 100 %
hydrochloride in 30 min. '
6 OZRHOPOAHOCTS ZI03IMPOBAHHLIX Coorserctayer TpeGoraHnam CootserctyeT
CAHHN1L
Uniformity of dosage units Complies with the requirements Complies
7 Conytersyromme npuMecu He Soxnee 0,2 % xaxaoit npamecs Hue yporus onpencnenns
He Goxee 0,6 % cyMmmsl nprmMeceii Huxe yposns olipenencHiin
Related substances NMT 0.2 % of each individual impurity BDL
NMT 0.6 % of total impurities BDL
FP/0727/20 Crpanuna Ne: 1 u3 2
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KuiBcnxka gisvis

TOB «Kyveym @apsty

Vepaira, 02092, M. Kiris,

RYJL ASMATHECEKE, 58

Ten.: +38(044) 495-82-88, daxc: 495.82-87

Kusunme Pharm

TOB «Kycym Dapus

Vrpaina, 40020, sm.Cyn, sy, Crpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: info{@lusumphanm.com

www kusum.ua

Ne o/t TMapamerpur Cnennduxanus PeaynnraTn
Sr. No. Tests Specifications Observations
8 Konwuectsennoe onpenenenne | Or 28,5 mr po 31,5 wmr ambpoxcona | 29,19 mr
rHapoxsiopiaa B 1 tabnetxe (95,0-105,0 % or | (97,3 %)
38ABJIEHHOTO KOTTHYECTBA),
Assay 28.5 mg to 31.5 mg of ambroxol hydrochleride | 29. 19 mg
per tablet (95.0-105.0 % of label claim), {97.3 %)
9 MuxpoGionornucckas uncrora | B npenapare RONMYCKaeTCA:
obiiee uyHCIHO a3POOHBIX MHKPOOPrAHIIMOR
{TAMC) — ne Gonee 10° KOFE/r; <50 KOE/r
obtilee MHCIO JPONCKEBRIX M IUICCHEBRIX
rpubos (TYMC) - ne Gonee 102 KOE/r. <50 KOE/r

Microbiological purity

He nonyckaercs Escherichiv coli 8 1 r
Itpenapata.

In drug allowed:

Total acrobic microbial count:

(TAMC) - NMT 10° CFUrg;

Total combined yeasts/moulds count;
(TYMC) - NMT 10% CFU/g,

Escherichia coli must beabsent in 1 g drug.

Escherichia coli -
oTcyTersyeTrs lr

<50 CFU/g

<50 CFU/g
Escherichia coli is absent per
! g drug

JAKJIOYEHHE: npoaykr nponsseac, YIIaKOBaH H NPOTECTHPOBAH B COOTBET
canzerentcrea, Oreedaet TpeGosanuam u cranaapram GMP. Cepridnrar Ne
CONCLUSION: the product is manufactured, packed and analyzed as per

with GMP standards and requirements. Certificate 009/2020/GMP

Jlnuensna na NPOMIBOACTBO JEKAPCTHEHHBIX CpeacTs:

Licence for medical products production:

Cepun AB Ne 598054
Batch AB No. 598054

NG
:@I\

CTBAMN € TPeGOBAHMAMH PErHCTPRAIIOHHOrO
009/2020/GMP

Registration Certificate requirements. It complies
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CEPTUDIK AT,

XumMux-aHanatik ;,3354. Havaneuuka QKK Hagansank OKK YrionHoMoueHHOE Nt
Analyst Deputy QC Head lQC Head Qualified Person
Muma/Name: Ggwmfﬂé@ (j;waaww LB, Pqﬁa‘_w ‘\G@f\&{l ‘“:::zq{ ?f‘f“ cod U
Hoanuer/Signature: @umu»/ . Ar (",fliu'i\ \)ﬂ\\f \f’{;f 1—.—7&”5-;".7;&?5’1—/ ’
Hare/Date; 2910910 «iﬁéyj’;m 28leglle
FP/0727/20 Crpannua Ne: 2 u3 2
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Kuiscbka dinin
TOB «Kycym @apy»
Vipaina, 02092, M.Kuis,
BYN1. AnMatHicexa, 58
. Ten.: +38(044) 495-82-88, daxc: 495-82-87

o

Kusum Phavm

TOB. «Kycyu Qapu»

EPTHOHKAT KAYECTBA
JALL

Hassamie npoayxta: ABPOJI®, rabnerxu no 30 mr, Ne20 (10x2) y 6mc-mpax
Name of product: ABROL®, tablets 30 mg, No.20 (10x2) in blisters
Per. M: / A.R.No.: FP/0745/20 Pasmep cepan:/ Batch size: 1 000 000 'raGJr./tn‘bl
Cepust Ne: / Batch No.: SAAKO008 _ Konuyecrso ynakorox: / Number of packs: 50 000
JlaTa naroropnenusn: /. Mfg. date: 08.2020 Cpox roauocru: / Exp. date: 07.2023
Perncrpaunonnoe canzereancTso Ne UA/9928/01/01, Tepuin Ail HeoGmexemit
Registration certificate No. UA/9928/01/01, unhmltcd validity
Ne o/ ITapamerpsr ‘Creuudukauna PedyabraTat
Sr. No. Tests Specifications Observations
1 Onucanne Kpyrmie. Tabuerkn 6enoro upera ¢ nunneit | Coorserciayer
pasaoma Ha OQHOM CTOpOHE.
Desceription White; circular, flat with breakline, bevelled | Complies
tablets.
2 Waentudnuxawus Y ®-cnextp 'ucnmymoro pacraopa CooTeerciByer
npempa'm, OpiroTOBNEHHOYD B pajnend
«Konwiectseniioe onpesiencuue» B 06nacTH
6t 220 wm zo .360 uM aoméH wMmeTsb
MaKCHMyMbI TIOTHOUIEHHA NIPK JUIMHAX - BOJIH
(244.£2) v 1 (307 £ 2) AM.
Identification ﬁV-sp’ec‘t‘rum of test solution in «Assay» in | Complies
rafige of 220 nni to 360 rim should have a
maximuim at the wavelengths of (244 + 2) nm
and. (307 + 2) nm
3 PacnanacMocTs He Gonee 15 mun. 0 MuH5 cck
Disintegration NMT 15 min. 0.min S sec
4 Hcrupaemocts He Gonee 1 % 0,04 %
Friability NMT 1% 0.04 %
5 PacTeopenue He wmenee 80% (Q) or sassuensoro | 100%
KojmugcTBa amOpoxcoia rmapoxmopuaa’ 3a
30 mun.
Dissolution NLT 80 % (Q):of the label claim of Ambroxol | 100 %
hydrochloride in 30 min. . .
6 OnxopoanocTs AosnpoBanHbx | CoorsercTayer Tpebosanuam CootsercTayer
eauHuL
Uniformity of dosage units Complies with the requirements Complies
7 Conyrcreylomme npumecH He Gonee 0,2 % xaxgoif npuMecH ‘Hixe yporas onpenenenms
He Goxee 0,6 % cysimuL npumeceit Huxe ypopss onpenenenns
Related substances NMT 0.2 % of each indjvidual impurity BDL
NMT 0:6 % of total i impurities BDL
. «TJIEADAPM
FP/0745/20 Il Crpannua Ne: 1 13 2
‘W%.E‘;%‘?;\“ * Page No.: 1 of 2
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BYJ. AJIMBTHHCEKA, 58 e-mail:
. Ten.: +38(044) 495-82-88, paxc: 495-82-87 Kusum Pharm |

o]

Kuiscuka Qiniz ‘ TOB «Kycym Papm»
TOB «Kycym dapnm» Yipaiua, 40020, m. Cymr, x6ma, 54
Vikpaina, 02092, m.Kvis, Ten: +38(0542) 77-46 " ORI NG

Ne /n TlapameTpm Cieundukaitis
Sr. No. Tests Specifications
8 Konnuectsennoe onpenenenne | Or 285 mr mo 315 mr ambpoxcona ’

ruapoxnopuaa & 1 tabnerke (95,0-105,0 % or ©7, ) %)
3AABACHHOrO KOJAAYECTBA).

Assay - | 28:5 mg to 31.5.mg of ambroxol hydrochloride | 29.36 mg
per tablet (95.0-105.0 % of label claim). (97.9 %)

9 MpukpoGuosoriueckas uucToTa | B npenapare nomyckaercs:

obuee uucno adpofHEIX MHKPOOPraHHIMOB
(TAMC) — ue 6onee 10° KOE/r; <50 KOE/r
ofiuge wuMCRO APOYOKEBEIX M IUIECHCBHIX
rpubos-(TYMC) — ue 6onee 102 KOE/T, <50 KOE/r
He nomycxaerca Escherichia coll 8 1| r | Escherichia coli—
npenapara, OTCYTCTBYET B 1

Microbiological purity . In drug allowed:
Total derobie microbial count:
(’I’AMC) ~NMT10* CFUlg; <50 CFU/g
Total combined yeasts/moulds count:
(TYMC) - NMT 102 CFU/g. <50 CFU/g
Escherichia coli must be absent in 1 g drug. Escherichia coli is absent per

1 g drug

3AKJIOYEHHE: npoayxT npon3seJcH, YNakoBaK ® TMPOTECTHPOBAH B COOTBETCTBUH € TPEGORAHNUAMU PETHCTPAUNOHHOTD
ceunerenseTaa. OTBevaer’ 'rpe6onanm u craugapram GMP, Cepradnkar. N 009/2020/GMP

CONCLUSION: the product is manufictured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and réquirements. Certificate 009/2020/GMP

Jlnuen3nA Ha NpOH3BOACTBO JICKAPCTBEHHBIX CHEACTB:" Cepra AB M 598054
Licénce for medical products production: , Batch AB No. 598054

XHMHX-QHAIMTHK 438)4 nayansnka OKK | Hagansuuk OKK VnonuoMoueiHoe. AU

Analyst ' Deputy QC Head }QC Head _Qualified Person
Hms/Name: 8_“0 m{? e b é)‘Luamzu_,e;O 738 " '&Law \f}j\vob, Qgﬁg W% éjﬁj ,e’au . ’: {
Tonnwcs/Signature: &,u.u/ ~-f %‘, o) . [’}:\\\7 ’ %« PaEes V,
Hara/Date: os57iof2o 257 70/..2,0 ' 55\\ “\}D i 'ff‘:"/k;:'}‘"
FP/0745/20 Cipannua Ne: 2 uz 2
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