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CEPTURIKAT AKOCTI
CERTIFICATE OF QUALITY
Hassa nponyxry: JIOCTIMPHH®, rabietky, BKPUTI KHIKOBOPOSYIHHOIO 0GONOHKOIO, 110 75 Mr
Name of product: LOWSPIRIN®, enteric coated tablets 75 mg
Cuna aii: Kucnora auermncaninunona.~ 75 Mr
Strength: Acetylsalicylic acid — 75 mg
Cepist N / Batch No.: 2006285 Poswmip ynaxopku / Package size:  Nel20 (30%4)
Peecctp. Ne/ AR No.: FP/0635/24 Tun ynaxosxu / Pack type: Crpun / Strip
Posmip cepil / Batch size: 3 500 000 Ta6/tab | JNara Burotomnenns / Mfg. date:  08.2022
Kin-te ynaxonox / No. of packs; 27 562 Tepmin npupamiocti/ Exp. date:  07.2026
Kpatna / Market: UKR ‘
Peecrpauiiiiie nocpinyenns Ne: . TEPMiH Hii HeoOMexeHni
Reégistration Certificate No.: UAJ2202/01/01 unlimited validity
Ne n/n Haspa ananisy Crieundirauis PesynbraTn anajisy
Sr. No. Test name Specification Test result
Omie | Kpyrni .zoonyxni Tabnetku, Bkpuri 060n0HKOIO | Bixnosimae
1 Ginoro KoILOPY.
Description ‘White, round shaped, biconvex, enteric coated tablets. | Complies
[nenTudixanis Slkicua peaxnis 3 posuusom 3aniza (1) xnopuiy. Binnoginae
2 Identification Gives color reaction with iron (III) chloride solution. | Complies
OxnnopinpicTs K030BaHHX AV<LI (L1=15) 53
3 OMHHUIG
Uniformity of dosage units AV<L1 (L1=15) 53
Poznananns 0,1 M HCI ~ He noBrHRI posnagaTucs npotarom 120 | Bianosinae
XB,
Smimanni Gocdarunit Gydepuuit posunn pH 6,8 — | 8 x8 14 cex
NOBUHNI po3riacTrcs npoTaroM 60 XB.
4 Disintegration 0.1 M. HCL No tablets should disintegrate in [ Complies
120 min.
Mixed phosphate buffer solution pH 6.8: All tablets | 8 min 14 sec
should disintegrate in 60 min.
Posunnenns 0,1 M HCI - ne.6insie 5 % sa 120 xs. 1%
3mimranuit Gocdarunii 6ydepnuit posunn pH 6,8 —
) ge menmie 75 % (Q) 3a 45 xa. 98 %
> Dissolution 0.1 M HCI: NMT 5 % in 120 min, 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 98 %
Kunenora caninnnosa He 6umbiue 3,0 % KNCIOTH CaliLiioBol. 0,784 %
6 Salicylic acid NMT 3.0 % of salicylic acid. 0,784 %
KinbkicHe BU3HaYCHHA Bin 71,25 mr g0 78,75 mr 73,41 mr
(95 % — 105 % Bin 3as8aeH0] KibXOCTI). (97,9 %)
é Assay 71.25 mgto 78.75 mg 73.41 mg :
(95 %~ 105 % of label claim). (97.9 %)
|
FP/0635/24 Crop./Page Ne: 1 3/0f 2 |
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TOB «Kycym Dapm»

VYipaiua, 40020, m.Cymu, Byn. Ckpabina, 54
Ten.: +38(0542) 77-46-10; daxc: 77-46-11
c-mail: plant@kusum.ua

www.kusum.ua

Knipepka pindsy .
TOB «Kycym dapny
Ykpaina, 02092, m.Kuis,
ByJL AJIMATHHCBKR, 58

Ne /v Hasga ananisy Crenundiranin PesynsTaTit ananisy
Sr. No, Test name ' Specification Test result
Mikpo6ionoriysa YHCTOTA 3araneHe  UMcno  aepobumx  Mikpoopranismis
(TAMC) —- ne Ginpme 10° KYO/r. <100 KYO/r
3aranbue Yuco ApHKIPKOBHX Ta TuticeneBux rpubis
(TYMC) - ne 6inipmre 102 KYO/r. <50 KYO/r
Bincyrnicts Escherichia coli B 1 T npenapary. Bincyrua
& Microbiological purity Total aerobic microbial count (TAMC): :

NMT 10*CFU/g. ' <100 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g; <50 CFU/g
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCLUSION:

IIposyKT BHIOTOBREHO, YIAKOBAHO T MPORHANIZ0BAHO 3EINHO 3 BUMOramMK peccTpaLiifHoro nocsixueHns.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bixnosinae crannapram ta sumoram GMP, Ceprndikar Ne 080/2023/GMP
It complies with GMP standards and requirements, Certificate No, 080/2023/GMP
Jlinensis ha BMpOGHUUTBO NiKAPCLKUX 32C06iB: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Lt mizroeppuicyio, mo Bei BupoGHnMi cranii s wiet cepii rotoroi npoayxiii 6ynu sailicieni b nOBAIM BIANOBIANOCTI'3 BHMOrAMH, 3A3HAYCHEMH B UBHNIT
uacranosi 3 GMP, satsepmxeniit Minicrepersom oXopony 380pos’s Yrpaing, i 3 BUMOramMu pCECTPALiBHON 10CKE KPajHH NPHIHAMCHHS.

I hereby certify that all the manufactusing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XiMiK-fuIaﬂiTHK ) #aa. naGoparopieio BKA /Ha‘lallePIK BKA Ynogr-xonaxcena ocoba
Analytical Chemist’ ' QC Lab In-charge ~QC Head Qualified Person
T /loasie: M2 £ p &U_onw bo 2 s [ enearite 1.8 <%&’/Wi@gt%"é"@dgf
Tagnel ignature s Cuaneet Ve | feqnisd
Jara/Date: ECy e 30frofa., 37 ,’/"leofx ,7{/’//.'() /W ,r'/
FP/0635/24 Crop./Page Ne: 2 3/of 2
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TOB «Kyeynm Dapmn

Yipaina, 40020, .Cymu, pyn. CxpsGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

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

CEPTHOMIKAT SIKOCTI

CERTIFICATE QF

Hassa npoaykry: .}IOCHI/IPHH@ Ta6RETKH, BKDHTI KRIUKOBOPOIYHHAOIO OGOJOLKOIO, 116 T5 M
Nawe of product. _ LOWSPIRIN®, enteric coated tablets 75 mg
Crta nil Kicnora auernacaningncpa — 75 Mr
Strenpth: Acetylsalicylic acid — 75 mg _
Cepist Mo/ Bateh Nao.: SLF4033 Posmip yuawonxn / Package size:  NeJ20 (30x4)
Peec'rp Ne/ ARNe.: FP555/24 Tin ynakenkn / Pack type: Crpun / Skrip
g Po:m:p cepii / Bateh size: ! 500 000 ra6/tab | Aara prroToRmenns / Mip. date 07.2024
Kin-1b ynaxosok / No. of packs: 12 500 Tepwmin npunataocri/ Exp, date:  06.2028
Kpatua / Market; . UKR
Pecerpaniiine nocninuenns Ne; ; Tepmina afl HeabMexeni
Registration Certificate No.: UA/Q‘?QQ/OI/OI unlimited validity
EXT " Hmxnpa avanizy _ Crieundicanin Pesynvrars ananizy
| Sr. No. Test name Specification Test result
Onue Kpyrni npoonykni raGrerka, gkpuTi  oBomonkoro | Bignosimae
i ; 6inoro konkopy,
Description Wihite, round shaped, biconves, enteric coated tablets. | Complies
Tuenrndirawin " Axicra peakuia s posunHoM suniza (117} xnopumy. Bianozinac
5
- Identification Gives color reaction with iren (I1) chioride solution. Conplies
Oziaopi,uuic*rb RO3083aHNX AV=LY (L1=15) 9.1
5 CIHHHLL
Uniformity of dosage units AV=LY (LI=15) + 9.1
Posngsianus 0,1 M HC! - ne nopumii poanasarics nperarom 120 ¢ Bianosinac
XE.
Smiwarnik docgarnunit Sydepunit po3uuys pH 6,8 — | 838 12 cex
TIOBHHKI pO3INACTHCS ITPOTATOM 60 XB.
4 Disinfegration 0.1 M HCI: No tsblets should disintegrate i | Complies
120 min.
Mixed phosphate buffer solutjon pPH 6.8; Al tablets | 8 min 12 sec
should disinteprate in 60 min.
Posuinenus 0,1 M ECI - #e Ginblie 5 % 3a 120 xs. 1%
3uiamii GocdaTiii Gydeptnil posvaxn pH 6,8 ~
- He Menie 75 % (Q) 3a 45 xz. 103 %
3 Dissolution 0.1 M HCL: NMT 5 % in 120 mia. 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 103 %
Kuenora camiunnopa He Ginbine 3,0 % KHcnoTH caniimnoso], 0,250 %
4 Salicylic acid NMT 3.0 % of salicylic acid. 0,250 %
Kinbkicne susnauenns Bin 71,25 mr po 78,75 mr 77.34 mr 7
(95 % - 105 % win sanpnenol KinpKOCTI), (103,1 %)
L Assay 71.25 mg 10 78.75 mg 77.34 mg
L_ (95 % ~ 105 % of label claimy). (103.1 %) |

FP/D555/424
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Yipaina, 40020, a.Cyny, By, Crpafina, 54
Tea.: +38(0542) 77-46-10, are: 77-46-11

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

Hassa ananizy

Nem/n - Croenndirauis Pesynwrami ananisy
Sr. Noe. Test name Specification Test result
| MikpoGionoriuana wscrora 3arancue  wMcno  aepoSHMx  Mikpooprasisuis
: (TAMC) — ne Sinnme 103 KV O, <100 KYOrr
3arajipBe YHCHO RPDKIKOBIX Ta aicensrix rpadis
{TYMC) - ne Simeme 102 KYO/T. < 50 KYO/ir
- Bincyruicrs Escherichia colis | ¢ NpeIapaTy. BigcyTaa
8 | Microbiological pusity Total acrobic microbial count (TAMC);
; NMT 10° CFU/g. <100 CFU/g
Total combined yeasts/moulds count {TYMC);
NMT 162 CFU/g. < 50 CFUlg
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCLUSION:

Ylpenyxr snroTorneno, yraxosano Ta NPOAHAN{30BAHO 3TILHO 3 BIMOTAMH PRECTPANIHKBOIO NOCE] AYCHHS.

"The product is manufactured, packed and analyzed as per requirements of Registration Certificats,

Ceprudinar Ne 080/2023/GMP
Certificate No. 080/2023/GMp

Cepin AB Ne 598054
Batch AB No. 598054

Bimrosinae cranpapram ta sumoram GMP.
It complies with GMP standards and requirements.

JHuewais na BHPOGHANTEG NIKAPCHKAX 3acoBin!
Licence for medical preducts produciion:

Inw nixrsep oy, wo vei supoSuusi cragiy s el cepii

FOTOBOT Mipoavkuil Oynu 3aificheni B nopnil Biunosignoci 3 BHMOUAMH, 3T3HATCHHMY B aMunif

Bacrandy 3 GMP, saveepiereiti Misictepiom OXOPORKM IAOPCR"E YKPFTiH, | 3 BUMOPIMI PECCTRAIIAHONG HOChE EPAIA PN HHA,

I hereby centify that all the manufaciurng stages of this batch of Enished product bave been caried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination COUTREy.
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XiMiK-aHaniTHEK
Analvtical Chemist

AHavannsk BKA

"LBaB. naboparopien BICS
| OC Head

T.QC Lab ln-charge

VnosHoBakeHa 0coba W
Qualified Person

e
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CEPTHOIKAT SHKOCTL
CERTIFICATE OF QUALITY

Hassa npoayxry:
Name of product:

JIOCTTHPHH®, Tabnetin, BKPHTI KHIIKOBOPOIMHHHOW 06010HK010, 110 75 M

LOWSPIRIN®, enteric coated tablets 75 mg

Chaa uit:
Strength:

Kucsora auethicaninnnosa ~ 75 Mr
Acetylsalicylic acid -~ 75 mg

Regpistration Certificate No.:

wnlimited validity

Cepin Ne/Bateh No.: 1004952 Posmip ynaicopxn / Package size:  N120 (30%4)
Pecerp. N/ AR.No.: FP/0137/25 Tun ynaxosicu / Pack type: Crpun / Strip

Posmxpaepn/ Batch size: 27 717 yn/packs | Jara BRTOTOBACHNS /Mfgdate 102024
Kpaina / Market: UKR Tepnin npunatnocri/ Exp. date:  09.20238
Peectpauiiine nocnipyenna No: UA/9202/01/01 TepMin AIT HeOOMEKEHMI

/{f% dute. 016 //ﬁ L7019

Page 1/1

Ne ni/nt Hasna ananizy Cueundiranis PesyapraTit ananisy
Sr. No. Test name Specification Test result
Ormic Kpyrsi nnoonyiori tabnerkn, nkpiri ofononkoio | Binnosinae
| Ginoro xomLopy.
Description White, round shaped, biconvex, enteric coaled tablets, | Complies
[penrndirauis Shxiona peakiist 3 PO3YHHOM 341133 (1) XJIOpHIY. RBinnosinae
2
Identification Gives color reaction with iron (1) chloride solution. | Complies
OQMHOPINCTS O30BATINX AVELD (1.1=15) e m()’,Z
3 OAMBMILE
Uniformity of dosage units AVl (LI=15) 6.2
Poanajanus 0,1 M HCI = ue norusui posnaaarnes nporsrom 120 1 Bixnosinae
XB.
3uimrannit pocharinif Sydepunii pozumn pH 6,8 - | 12 x133 cek
HOBHHHI PO3DACTHCS IPOTATOM 60 X
Disintegration 0.1 M HCl: No tablets should disintegrate in | Complics
120 min.
Mixed phosphate buffer solution pH 6.8: All tablets | 12 min 33 sec R
should disintegrate in 60 min.
Posunuenns 0,1 M HCU e 6iasme 5 % za 120 xn. 0 %
Imimannit pocharnnii Gydepunii posusn pH 6,8 -
He Merwe 75 % (QQ) 3a 45 xb. 101 %
Dissolution 0.1 M HCL NMT 5 % in 120 min. 0%
Mixed phosphate buffer solution pl 6.8:
NLT 75 % (Q) in 45 min. 101 %
Kucnora canimpuiona He Ginnue 3,0 % RHCA0TH canitusionol. 0,614 %
’ Salicylic acid NMT 3.0 % of salicylic acid. 0,614 %
KinpKicHe BU3HAUERHS Bi 71,25 M1 10 78,75 Mr 74,95 mr
(95 Y - 105 % B 3aaBACHOT KINHKOCTI), (99,9 %)
Tl Assay 71.25 mg (0 78.75 mg 74.95 mg
(95 % - 105 % of label claim). (99.9 %)
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e-mai .planr.(c kusum.ua, web: wiww. kusum

Ko €I{PITOY 33525927

Cneundikauis PesynnraTis ananiay

Ne Hapa ananizy
Sy, No. Test name Specification Test result
MikpoGionorivna yHcrora 3araapue  QHCNO  aepolHux  Mikpoopramismin
(TAMC) - ne dinpe 10° KYO/r. < 100 KYO/r
3araibHe HHCH0 APHIDKOBIX Ta THHCENEBIX TpHOIB
(TYMC) — ue Gigwue 10> KYO/T, <50 KYO/r
Bineyruicts Escherichia coli g 1 r npenapary. Bincytns
8

Microbiological purity

Total acrobic microbial count (TAMC):

NMT 103 CFU/g.

Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g.

Escherichia coli imust be absent per g.

<100 CFU/g

< 50 CEU/g
Absent

BUCHOBOK: / CONCLUSION:

ITpoayKT BUIOTOBICHO, YIIAKOBANO TR Ilpmmun301;.1110 311010 3 BUMOTGMH PCECTPALIIEOID MOCHIMCHH.
The product is manufactured, packed and analyzed as per requirements of Registration Cerlilicate,

Biinosiiae CrasiapraM ta BMOoTaM
It corplies with GMP standards and requirements.

JHuensia na sHpodHIITBEO AiKapCLKX 3aco0in:
Licence for medical products production:

Ll II),UHLp JLRVIO, 0 acl BHDOSHH"I cr

GMP.

Ceprudixar Ne 0§0/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No., 598054

ii g aici cepii roronoT upoayiit Gyan saificuent 1 ORI Kok AHOCTT 3 BIMOUANMIS, 3AIHACUIMIS B I

permioni 1 GMP, aarsepieniin MInicrepernos oxoposur 310pes’s YRPaiuy, i 3 BIMoramt pecs (AR HHOIO 200 KPai iy BPH3HANCHHA,

| herehy certify that all the manufacluring stages of this batch ol finished product have been carried ont in full compliance with the GMP requirements of the
Ministry of health of Ukmine and with the yequirements of the Marketing Aulborisation file of the destination country.

HaraDare

XinMir-

AVANTTHK
Analytical Chemist | QC Lab

Ynopnopwkena ocoba
| Qualificd Person

H 21'1:351)5.1‘;1”1\:‘l‘?Kﬁ}!. o
QC Head

Aan. nadopatopicio BKA
In-charge

1°p/0137725
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Yxpaina, 40020, M.Cys, BYIL Crpatina, 54

TOB «Kycyn Dapy»

atya, 02 ¢ 2 wa Ty« -+ ) _d6- ARG 46+

Yxpaisa, 0 092, m.Kuis, CEPTHOIKATI Ten.: +38(0542) 77-46 }\0, ¢ IKe! ?7‘46 11
e-mail: plant@kusun.ua
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CEPTHDIKAT KO CT1

CERTIFICATE OF QUALITY

Haspa NPOAYKTY: JIOCTINPUHP, tabneri, BXPHTI KHIUKOBOPO3IH
_Name of product: . LOWSPIRIN, enteri coated tablels 75 05
Cuaa aiit KycioTa aHeThIIcaNinoBa - 75 Mr
. Acetylsalicylic acid - 75 mg PR —

Cepin Ne / Batch No.: SLY¥4032 Po3mip ynaxo size; N
ﬁfn’:‘gcrp}fe”/ARNo M~W~~}§7&§%& Tun v(;—l;;lcx;_ll:;;;type Crpun/ Strip I
Po3mip cepit/ Bata:h size:w__g—q—-sv(;(_)—bﬂov()ﬁ;g/‘lz—l;- 1[:;1‘—3—;}(1’0’1'013510]!}15! / Mifg. (;:I—L“QMOtI—26211—_ B
o ymawoson/ No.of packs: 1 o0 | Tepwin npupamocti/ Exp. date: 62028
o Markels UKR — T

Pecerpaldiiine nocsiuenns N:: TepMid Al ne p—
pau yeBiuCHE UA/9202/01/01 repMin Al B obMenenH

anlimited validity

Registration Certificate No.:

PesysibTaTi ananiszy
Test result
Biarosinac

Ne n/n Hazna anajaisy
Specification e

SpNe.|  Testname ey S
Kpyrai ABoonyKni  TAdNeTKH, prpuTi  0OONOHKOIO

Onwne
| GiOro KOABLOPY.
Description White, round shaped, biconvex, enteric coated tablets. Complies
[, S I e I
Tnentudixauin Sixicya peaxuis 3 Po3yHHOM zaniza (1) xopuny. Binnosiaae
- Identification Gives color reaction with iron (111) chloride solution. Complies
IR [ T A ——————
O HOPIAHICTH A030BARNX AV<L1 (L1=15) 4,0
3 ONHHHLD
Uniformity of dosage units AV<L (L1=15) 4.0
T Posnananns rmes mporaton 120 | Binnosinac "
XB.
Iniwannit pocdarini Gypepunil posuin pH 6,8 ~ | 8 xB 19 cex
noBMRI PO3MACTHCS DPOTATOM 60 xB.
Disintegration 0.1 M HCL No tablets should disintegrate i Complies
120 min.
Mixed phosphate buffer solution pH 6.8: All tablets | 8 min 19 se¢
should disintegrate in 60 min.
— e 01 MECI - He Guibme 5 % 3a 120 xb. 1%
Iuimanmit pocdaTimi Gydepuuil po3uitH ptl 6,8 ~
e menie 75 % (Q) 3a 45 xn. 104 %
) ; . . . .
Dissolution 0.1 M HCENMT 5 % in 120 min. 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 104 %
e cannmosa e GG 3,0 Yo KMCIOTH ¢ (ANoBOY. 0,252 %
f 0,252 %

Salicylic acid NMT 3.0 % of salicylic acid.

e Kinhki;nc n;n_u-:vx:l—l\m E{ﬂi’siﬂiﬁé,’?%m
‘ (95 % - 105 % wift sasiBieHoT KinbrocTi). (100,8 %) |
T Assay 71.25 mg to 78.75 mg 75.61 mg
(95 % - 105 % of Jabel claim). (100.8 %)

/4 VA4 —
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TOB «Kyeym dapm»
Ypaina, 40020, M.Cyasi, BY:L Cxpabina, 54

Kiisenka inis JFAENDAPM

TOB «iycym Dapm» b
Vpaita, 02092, v.Kitis, ey Ter: 438(0542) 77-46-10, ae: 77-46-11
e-mail: plant@kusum.ua

By, ANMATHHEBKY, 58 #
Ten.: +38(044) 495-82-88, hary

wwiw. kusum. ua

i
_GHUTHbIKATIS

Pe3ybTaT ananisy

Crenn(iianis

Ne n/n Haspa ananisy
Sr. No. Test name Specification Test result
ek iR v — s s e S

JarANBRC  WWCHO  AEpOOHHX MIKpOOpPranizvin
(TAMC) — ne dimpiue 10° Ky Ofr.
aralbHE MMUCHO APIKIDKOBHX T8 paicenesix rpndis
(TYMC) — ne Oisprue 102 KYO/T.

< 100 KYO/Ir

< 50 KYOhr

BincyricTs Escherichia coli B 1 I npenapary. BigcyTus
Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g. < 100 CFU/g

Total combined yeasts/moulds count (IYMC): '

NMT 10% CFU/g. <50 CFU/g
Escherichia coli must be absent per g Absent

BHCHOBOK:/ CONCLUSION:

TTpoyXT BHFOTOBIICHO, yRAKOBALO Ta NPOARANIZOBAHO 3riAHo 3 BUMOramMn PECCTPAIAHOTO MOCBIHCHAA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

JBiArOBiac CTaHAAPTAM Ta BAMOraM GMP. Ceprndicar N 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP

Jlinensis Ha BUPOOHHLTIBO sikapebknx sacobis: Cepin AB Ne 598054
Licence for medical products production: Batch AB No. 598054

i cragii ans wiei copil roToROY BpoAYKUiT By suifieneHi B HOBNIR BUIOBUHOCT] 3 BHMOT M, SAARAICHNM I B UHHDIR

Ll BIATBEPIVKYIO, 110 i Bupol!
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¢ been carried out in full compliance with the GMP requirements of the

| hereby certify that all the manufacturing stages of this bateh of finished product hav
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4 KYCYM PAPM»

Kasons Phavm pyn. Cxpsibina, 54, m. Cymu, 40020, L{
Ten.: (0542) 77 92 30, dac: (0542) 77 92 32
e-mail: plant@kusum.ua, web: www.kusum. ua\

Kog €LIPTIOY 33525927
CEPTHOIKAT SKOCTI

CERTIFICATE OF QUALITY

Haspa npoayKTy: JIOCTIVIPUH®, TabreTky, BKPHTI KMIIKOBOPO3UHHHOIO 000J101K010, 10 75 Mr
Name of product: LOWSPIRIN®, enteric coated tablets 75 mg
Cuura gl Kucnora atersncaninmiopa — 75 Mr
Strength: Acetylsalicylic acid — 75 mg
Cepisn Nz / Batch No.: 1005309 Posntip ynaxosxy / Package size:  Nel20 (30x4)
Peeerp. Ne/ ARNo.: FP/0212/25 Tun ynaxosku / Pack type: Crpur / Strip
Poamip cepii / Batch size: 28232 yr/packs | Jata parorosnenns / Mfg. date:  11.2024
Kpatua / Market: UKR Tepmin npunaryocti / Exp. dates  10.2028
Peecrpaniiine nocsimuennss Ne: TepMit [T HeoOmeeui
Registration Certificate No.: UA/9202/01/01 unlimited validity
Ne wi/n Has3spa ananizy Cnenidixauis PesynbTaTH ananisy
Sr. No. Test name Specitication Test result
Onuc Kpyrni neoonyxni Tabnerku; Bkpuri ofononkoio | Bimnosinae
1 6in0r0 KORLOPY.
Description White, round shaped, biconvex, enteric coated tablets. | Complies
Inenrndixanis Sxicna peaxiis 3 posuuHoM 3aniza (I11) xuopuuy. Bianosinae
& Identification Gives color reaction with iron (11I) chloride solution. | Complies
QJOPIAHICTD A030BAHHX AVZLI (L1=15) 6,0
3 OMHKLD
Uniformity of dosage units AV<LI (L1=15) 6.0
Posnajianng 0,1 M HC! - ne nouuni poanaparics npotsrom 120 | Binnosigac
XB.
3mimannii pocdarnnii Gypepuiit posuun pH 6,8 — | 5 xB 44 cex
TIOBHHHI PO3NIACTHCS NPOTATOM 60 XB.
+ Disintegration 0.1 M HCL No tablets should disintegrate in | Complies
120 min.
Mixcd phosphate buffer solution pH 6.8: All tablets | 5 min 44 sec
should disintegrate in 60 min.
PO3URHENHA 0,1 M HC! - ne 6insuie S % 3a 120 x8. 0%
3mimannit Gocdarmni Gydepuit posunn pH 6,8 ~
ne menwe 75 % (Q) 3a 45 xn. 101 %
3 Dissolution 0.1 M HCI: NMT 5 % in 120 min. 0%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 101 %
Kuciora canituiosa He Gizsisiie 3,0 % KHCHOTH CanilMIoBOl. 0,425 %
g Salicylic acid NMT 3.0 % of salicylic acid. 0,425 %
KinpxicHe su3uaueHys Bia 71,’25 Mr 1o 78,75 Mr 75,13 mr
(95 % ~ 105 % sia 3a1BACHOT KiNALKOCTI). (100,2 %)
7 Assay 7125 mg o 78.75 my 75.13 mg
(95 % - 105 % of label claim). (100.2 %)
FP/0212/25 Crop./Page Ne: ] 3/of 2
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" TOBAPUCTBO 3 OBMEKEHOIO BIIOBIIAJIBHI C
l% «KYCYM QAPM» v
Kusum Pharm gy11. Cxpsbina, 54, M. Cymu, 40020,

ten.: (0542) 77 92 30, daxc: (0542) 77 9232,
e-mail: plant@kusum.ua, web: www.kusum.ua -

Kon €JIPTIOY 33525927
Nen/n Haspa ananisy Crenndixanis Peaynbm“ril ananisy
Sr. No. Test name Specification Test result
Mikpofiosoriuna wucroTa SaranbHe  WMCHO  acpoBHuX  Mikpoopraiismin
(TAMC) — i Ginbise 10° KYO/r. < 100 KYO/r
3aransHe YNCHO APIKIUKOBHX Ta MIIICEHEBHX rpubis
(TYMC) ~ ne Ginbie 10 KYO/r. <50 KVO/r
Bincyrnicts Escherichia coli B 1 r npenapaty. BincyTtHs
. Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g. <100 CFU/g :
Total combined yeasts/moulds count {(TYMC):
NMT 102 CFU/g: <50 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

TTPORYKT BHFOTOBAEHO, YNIAKOBAHO T& NPOAHANI30BAHO 3TiAHO 3 BUMOIAMH PEECTPALHOrO NOCBIANeHH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Rinnosinae cranpaptaM Ta BumoraM GMP. Ceprudixar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
JTinensis na BUpOOHULTBO JiKapchbKuX 3acobis: Cepin AB Ne 598054

icence for medical products production: Batch AB No. 598054

Llsin NIATBEPIDKYIO, 10 Bei BRpOGHMMI cTanii and nici cepii roTonoi npoyxuil Symu 3pificHeni B LOBHIR BIADORIMNOCTL 3 BHMOFAMH, 3a3HAUCHHMMH B wuHHi
nacranoni 3 GMP, saracp;ukeniit MiHicTepeTHOM OXOPOHH 4a0pon’a YRpaiis, i 3 BIMOramMy PEECTPALIHIHOTO IOCHC KPATIH NPHIHAICHHS.

1 hereby centify that all the manufacturing stages of this bateh of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMiKk-aHaniTHK 3as. naboparopicio BKS | Havanwmk BKA YropHoBaxeHa 0coba
Analytical Chemist QC Lab In-charge T QC Head Qualified Person
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