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Hazua apo yxry: JOCITHPYH®, tabnetkn, BRpATI KHUKOBOPOSIHHAGIO 0B0TOHKOI /g_ JEPATH
Name of product: __ LOWSPIRIN®, enteric coated tabiets @W
Cuaa pii Kncstora sueturcaniummnosa —- 75 mr €/ INENDA]
Strenpth: Acetylsalicylic acid — 75 mg : ,w,ﬂ‘[%z i
Cepis Ne/ Batch Na.: SLF1008 Posmip ynaxoswn / Package size:  Ne120 (30x4) “5\ .
5

Pecorp. Ne/ A.R.No.: FP/Q197/21 Tan ynaxeswn / Pack type: Crpun / Strip \%-&‘ Gl
Poamip cepii/ Batch size: 1 500 000 1ab/tab | JaTa suroroBacunn / Mfg, date:  03.202) %%mg P
Kin-re ynaxkoBex / No. of packs; 12 500 Tepmint npuaaTuocri / Exp. date: (22025
Kpaina / Market: UKR
Pecerpauditne nocsinuenig Ne: TEPMIH AT HeoBmexenus

| Registration Certificate No.; HARZ02401/01 unlimited validity

Ne n/n Hazpa anaxizy Cieundixanin PesyneTaTi ananizy
Sr. No. Test name Specification _ Test result
Omne Kpyrni nsoonykni Ttabnetkn, sxpuri oBomowsoio | Binnosigae
1 Ginoro Komsopy.
Description White, round shaped, biconvex, enteric coated Complies
tablets,
IaeuTudixauis SIkicHa peakilis 3 possMHOM saniza (TIT) xnopuay. Binnosinae
2
- Identification Gives color reaction with iron (III) chloride solution. Complies
Onnopianicts nososanux AV<LI (L1=15) 6,9
3 OAHHHLb
Uniformity of dosage units AV<LI (L1=[5) 6.9
Poanaaans 0,0 M HCI — ne nommnxi posnanatscs npotsrom
120 xs, Bianoerigae
Iviwanuit hocdarunit Gypepunit posunu pH 6,8 -
NOBHHHI po3nacTHcs npoTsrom 60 xs. 12 xe 31 cex
4 Disintegration 0.1 M HCIL No tableis should disintegrate in
120 min. Complies
Mixed phosphate buffer solution pH 6.8: Al tableis
should disintegrate in 60 min, 12 min 31 sec
Poyumitennn 0,1 M HCl - ne Gimswe 5 % 3a 120 x5. 0%
3uiwanulf hoedaraui Gydepnmii posunn pH 6,8 ~
He meHwe 75 % (Q) 3a 45 xa. 102 %
> | pissotution 0.1 M HCl: NMT 5 % in 120 min. 0%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 102 %
Kiscnora caninunosa He Gimbwie 3,0 % xucqoTH camimiosof, 0214%
% | salicylic acid NMT 3.0'% of salicylic acid. 0214 %
KinvkicHe susuauenns Bia 71,25 mr no 78,75 mr 78,04 Mr
(95 % — 105 % sin 3agBaenot xinexocTi), (104,1 %)
7
Assay T125 mg to 78.75 mg 78.04 mg
(95 % — 105 % of labe] claim). (104.1 %)
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Ne n/n Hazga anamizy Creuudrixauin PeayabTaty ananizy 1\
Sr. Ne, Test name Specification Test result }
Mikpodionoriuga yuctora Jaransne  yncno  acpofHES  Mikpooprasiamis
{TAMC) - ue Ginne 10° KYO/r, < S50 KYO/r ;
3aranpHe HHCNO APIXAKORNX T2 MIICEHCBHX IPHOIE f
(TYMC) ~ ne Ginslue 107 KYO/T. < 10 KYO/r i
Bincytuicrs Escherichia coli s |1 r npenapaty. Biacytus
8 | Microbiologial purity Total acrobic microbial count (TAMC): (
NMT 10°CFU/g. <50 CFU/g i
Total combined yeasts/moulds count (TYMC): |
NMT 10* CFU/g, < 10 CFU/g
Escherichia coli must be absent per | g, Absent

BHCHOBOK: / CONCLUSION:

INpoaykT BIrOTOBICHO, YNIAKOBAKE Ta TIPOAHANIIOBAHO 3L1THO 3 BHMOraMy PCECTpallifHOro NockiAeHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianoripae cranaapTam 7a suMoram GMP, Ceprudiiccar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jiuensis sa supoBHHLTRO ATkapCcHKMX 28c06iR; Cepin AB Na 598054

Licence for medical products production: Batch AB No. 598054

Ll ¥ 3acBiAMyi0, U10 HOBEIEHY Bl indopmaLin ¢ ZocToBipHOIo TR ToMHOR. Ll cepiro npoity kil Gyno snpofieko (skoumoun NaKyBaHHA/ MBPKYBasHA) 12
TPOAEACHO KONTPAN: TF ARocT] Ha RineIaynaNeHil DinbHKL Y NOBAIN BiZNOBIANOCTI 3 AKMOTaMK GMP, BCTAHDBIEHIMS MICLEBAM DETYASTOPHHM.OPratoM, a
TaKoxX =iAN0BINWO0 Do chcuwdikauiii, wWo MicTATHCR ¥ peccTpamiiiionmy Rocke abo TOproBii Aiuensii kpatuu-supoGruxa abo KpalHH-iMNOpTEpa, AR
Tpo2yKulio iMIOpTOBAND, 260 y Jocke cnemndikauili na MPENapaT 47A J0CRITKYBIHOTC NiKaRCHE0I'0 3acoby, NpoTokonn snpobrnuTsa, AAKYBAHHA T8 aHanizin
6y210 BEPETaANYTO Ta BCTRHOBNEHO BinosinticTs GMP. ;

1 hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its qualily control was performed at the site mentioned above in full concordance with the requircments of GMF imposed by ocal regulatory authority as well as
according to the specifications included w the regisiration dossier or the trads licence of 8 manufacturer couniry or importing country if the product was
imported, or in the dossier of product specificalions for the examined drug product. The protocols of manufacturing, picking and analyses were: reviewed and
approved in complying with GMP.
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Ten.: +38(0542} 77-46-1 i

: Kiiscrxa dinia
i TOB «Kycym ®apam
Yxpaiua, 02092, 1. Knis,
BYJL. AJMATHHCBKA, 58

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

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

rI_Iama NpoaAyKTY: JOCITHPHH?, TAGNETKH, BEPHT] KRIIKOROPOIMAHHOK D0BI0HK00
‘Name of produci: LOWSPIRIN®, enteric coated tablets

Cuna gii: Kucnora aleTiAcaTiNOB: — 75 Mr

r Strength: Acetylsalicylic-acid — 75 mg: ;

f Cepin Ne/ Batch No.: SLF1009 Posmip ynaxopwu / Package size: -Nel20 (30x4)
Pecetp. e / A.R.No.: FP/0I198/21 Tun ynakonku / Pack type: Crpun / Strip
Poamip cepii / Batch size: 1 500 000 ta6/iab | Hata BHFOTOBNCHHN 7 Mfg. date:  03.2021
Kin-1b ynakosox / No. of packs: 12 500 Tepmin npuparnocri/ Exp. date:  02.2025

: Kpaina / Market: UKR

: Pecerpauiiine noclyuentn Ne: , TepMiH Ail HeoOMexeaui

Repistration Certificate No.: UA/202/01/01 unlimited validity

: Ne n/n Haspa aaanisy Creundrvanin Pesynvrath asanizy
; Sr, No. Test name_ Specification Test result
i Onuc Kpyrni Agoonywri Tabnerky, BKpHTI 0BONOHKOK. Binnosigac
: 1 Ginoro koavopy:
f ' Description W'hlte, round shaped, biconvex, enteric coated | Complies
tablets. :
; Inentudikaria SAxicra peaxnis & posamion sariza (11) XTOpRAY. Biznosinae
3
2 Identification Gives color reaction with iron (IIT) chloride solution. | Complies
: OnHopiAHICTL To30BAHIX AV=LI (L1=15)- 4,0
: 4 OlMHHLS '
Uniformity of dosage units AV=LI (L1=15) 4.0
i PosniananHs 0,1 M HCI - iie TIOBHHH] POINATATHES TIPOTIroM
H 120°x8, Biarosiade
i 3mimannii timctba'rﬂm{ Sycbepunﬁ posuuH pH 6,8.—
NGBHHHT POINECTHCA TIPOTATOM 60 X3, 11 xB 56 cex
4 .. .
Disintegration 0.1 M HCL No tablets should disintegrate in _ _
120 'min. Complies
Mixed phosphate buffer ‘solution pH 6.8: A]I tablets
should disintegrate in 60 min. 11 min 56 sec
Po3unnenns 0,1 M HC) — ve 6inswe 5% 3a 120°xB, 1 %
Inirannii hocdarruit Sydepunii posuun pH6,8—
He MeHue 75 % (Q)3a 45 xB. 102 %
> | Dissolution 0.1 MHCK NMT 5 % in 120 min. 1 %
Mixed phosphate buffer: so!unon pH 6.8;
NLT 75 % (Q) in-45 min. 102 %
Kucagra caningnosa He binswe 3,0 % xucnotn camimanosof. 0,224.%
& Salicylic acid NMT 3.0 % of salicylic acid: 0.224%
KinbkicHe BM3HaYeHHs Bin71.25 Mrao 78,75 Mz 76,48 My
(95 %~ 105 % Bin-32ABREHOT KinsKoCTI), (102,0'%)
7 Assay 71.25 mg to 78.75 mg 76.48 ing
(95-% ~ 105 % of label claim). (102.0%)
FP/0198/21 Cirop./Page Ne: 1 a/of 2.
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BYIL Amaariucxa, 58 e-mail: info@uEaes
Ten.; +38(044) 495-82-88, daxc: 495-82-87 Kusum FPharm s

Ne n/n Hassa auanly Crennikauin
Sr. No. Test name Specification
MikpoGionoriuna sucToTa Barajgpie  umcao  aepeGumMx  mikpoopramiiMis
(TAMC) - ne Giinmie 10° KYO/T, <50 KYO/Ir
3aranbHe YHCNO ADIKIKOBNX Ta NAiceHEBNX TPHGiB
(TYMC) - ne Ginpite 10> KYO/r. <M KYOrr
BincyTnicte Escherichia coli 8 | v npenapaty, Bincytus
B Microbiological purity Total acrobic microbial count (TAMC):

NMT-10* CFU/g, _ <50 CFU/g
Total combined yeasts/moulds count (TYMC): 7
NMT 102 CFU/g. < 10 CFU/g
-E¥cherichia coli. must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpoaykr BHIOTORNCHO, YNAKOBRHO T2 NPOAHANII0OBAHE IM/AHO 3 BHMOTami peeCTpaliiHOro nocBinycrEA,
The product is manufactured, packed and analyzed as per requirements:of Registration Certificate.

Biznosinae cTanpapraM Ta BuMoram GMP. CeprudiaT Ne-009/2020/GMP
It complies with GMP standards and requirements. Certificate No: 009/2020/GMP
Jlinessin va BUPOSHHITEC NIKAPCERHK 3aC06iE: Cepia AB N2 598054

Licence for medical prodicts production: Batch AB No. 598054

w1 34¢3iRdY10, wio HaBEACHH Brmle iHdOpMania €. ADCTOBIPHOK T Touno0, LU cepito nponyRUIT Y0 BHpobeHo (BRNESRIONH NEKYBORHA/MAPKYDaHHA) o
NpoBeieno KOETROML T AkecT] Ha, samea3nanenith Al y nesHif-sianosinnooTi ¥ sumoramp GMP, seranosnesnim MICUEBHM PETYARTOPHMM -OPTAKOM, &
TAECH BIANOBILNG " no CHEMIKALIA, W MicTATSCE y _beccTpanifinomy nocsé 6o TUPrOBIl MIUEHAN, Kpeinm-BHPOGHNKD 860 KpaiHu-iMnopTepa, AXWO
npoaykiile iMriopToBHG, W60y noThE crieundikauil HITES0aPAT 1iNs ocnUDKyBatoro Nikapebkore 3acoby; TipoToxos EHPGOHIIITEA; DaxypakHa TR anunisis
6yn0 NepernaRyTo T BCTAHOBNEHO einncaigiicTs GME, ’

Thereby confirm ﬂlal"lhé.abovc-men}ﬁoned--infonnation'is.alilherjlic_ and aceutate. This baich of the produck was mapufacrursd (including packing/markin g) and
its:quality control was performed.acthe sit mentioned above in full goncordance with the requirements of GMP imposcd by local regulatory anthdrity as weli ds
according 16 the specifications included Tri the registeation dossiéh of the -trade- licence «of i menufacturer country or-importing country if the produci was
imported, or'in the dossier of product specifications for the examined drug product, The proidcols of manufacturing, packing and analyses were reviewed. and
approved in-complyinig with GMP,

Kimik-ananitax. 3as. aboparopicio BKSA Hauanenuk BKA ¥YnosHobaxena ocoba
Analytical Chemist FQC Lab In“charge QC Head Qualified Person

Iv’s/Name: 1 ‘?{fé o g‘.l_tc::nuzu_,ﬂD ":/!? . PCL&")‘( \W @Z’Fﬁ {O;/ngq AL
Tiznuc/Signature: N 777 / RE(STHIN [\M\\; _ %;M'
Jata/Date: f//i:/f - o {D'LI{;U 0\\ “\{\‘;“ \00?/0 Y/
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