JEPKABHA CJOYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCBKIA OBJIACTI

npos. Ceimmunoi Hagii, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOI0 B YKpaiHy JIiKapchbKoro 3acody

11.02.2025 No 36745/25/10

OJIYCTHH

(HaliMeHyBAHHS JIIKapehKOro 3aco0y 3rijiHo 3 peecTpaliiiiuM I0CBI JUeHHAM)
tadaerku 1o 20 mr, no 10 Tabaerox y 6aicrepi; no 1 6aicrepy y kaprouniii kKopooui

((l)()l‘)MZl BUITYCKY, JIO3YBatHsl, BHJL TIAKYBAHHS JIiKil[‘)ChK()l‘() f;i\c()6y)
Homep peecrpauiiinoro nocsiguenus UA/19908/01/01 crpox aii peccrpauiitnoro nocsiguenns 25.02.2028
Cepis sikapebkoro saco6y Ne BST4006 KinwkicTh BBE3CHOTO Jikapchkoro 3acoby 96

Bupobuik Bisimen J1abc Jlta, Inmist

(naliMenyBatiist BHpOOHITK JIKAPCHLKOTO 3ac00Y, KpalHa TOXOKEHHS)

Baeseno B Yipainy ToBapucrpo 3 o6meskeHo10 Bianosinaabuicrio "YHIBEPCAJIBHE
ATEHTCTBO "IIPO-DAPMA", inenr. wou: 34414427

(naiimenysanus ta koj 3a €LAPIIOY wopmumnunol ocobu abo npissutie, imM's. 110 Gartbrosi Qisnunol

0cobu - nignpuemust, i MicLe NPOKUBAHES Ta peecTpauiiinuil nomep 0GIIKOBOT KAPTIKH U THIKA

nojaTkis abo cepis Ta HOMEP NacrnopTa)
[porokoa Bizyaasuore kowrpoio sig 06.08.2024 Ne 2139/6.
JlaGopaTopHuii aHai3 SIKOCTI Jlikapchkoro 3acoby 3iHCHeHHI:

Jlaboparopis 3 kouTposio sikocTl nikapebkux 3aco6iB TOB "JIOBPOLY T-JIIKMIJIAB" (m. Kuis,
Bys1. HoBropon-Cisepcbka, 0ya.3, HEKUTIIOBI NPUMILLEHHS 92)

(HalimMeHyBaHHS Ta MICLEC3HAXOPKCHHS AafopaTopii, 1110 nposena nabopaTopHHMIt anasis sSkocTi)

BucHOBOK 11010 SKOCT NiKkapebkoro sacofy, Bunauuit naGoparopicio sin 11.02.2025 Ne 1235-24
Pesynbrath 1aBopaToOpHOro a3y AKOCTI Jlikapchkoro 3acoby 3a repesipernMu NokasHnkamMy BIANOBIAAI0TH
BHMOTAM METOAIB KOHTPOJIO SKOCTI (QHAMIITHUHO-HOPMATHBHOI JIOKYMEHTALLT).

3a  pesynpTaTaMy  JICPIKABHOFO  KOHTPOJIIO  BCTAHOBJICHO, 110 Jlikapchkuit  3aci®  seeseno B Ypainy

AOTPHUMAHHIM BHMOT 3aKOHOABCTBA 100 3a0€3MeUEHHs SKOCTI JIIKAPChKUX 3aco0iB.
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Kpaina Bupo6Huka:
PeecTpauinHe noceigyeHHs Ne
Nikapcbka dhopma:

Po3mip Ta TN NnakoBaHHA:

Cuna ail/AKTUBHICTb:
Cepis:

KinbkicTb B cepil:
Hara BupoOGHULTBa:

Bupo6uuk sikapchrkoro 3acody:

Jlorotun komnasii

CEPTUDIKAT AKOCTI

ONYCTUH, TabneTtkn, 20 mr

IHAaiRA
UA/19908/01/01
TabneTtku

10 TabneTok B 6nicTepi, 1 GnicTep B KapToHHI kOPOGL

Tepmin gii: 25.02.2028

1 Tabnetka mictutb 20 mr GinactuHy
BST4006

4000 ynakoBoK
05/2024 TepMiH NnpnaaTHOCTI: 04/2026
Bisimen Nabe Nta

[-125 1a 128, ®asa-lll, I0A., DxeTtimeTna, oxkpyr
Mepvan-Mankapxumpi — 500055, WraT Tenaxrana, Hais

GMP ceptudikat JUIst BCiX BUPOOHUYHX JLTBLHAIB | KOHTPOJIIO TKOCTI

Bupo6Huk:
Adpeca:
NiueHsia Ha BUpOOHUUTBO

CepTudpikat BignosigHocti GMP:
gudaHull

mepmiH Oif

Bisimen Nabc Nta
0-125 1a 128, ®asza-lll, IJA., DxeTtimeTna, okpyr
Mepguan-Mankagxumpi — 500055, LtaTt Tenawrana, lHais

No. 7/HD/AP/95/F/R (dopma 25 ta 28) sig 16.04.1985
Tepmin ait 20.05.2027

No. 069/2023/GMP

[epxaBHa cnyxba Ykpainu 3 nikapcbkux 3acobis Ta
KOHTPOSIO 3@ HapKOTUKamMu

29.06.2024

KonTponb 6yB BUkOHaHui y BignosigHocTi Ao MK no PN No UA/199908/01/01

No MNokasHunkun Cneuudikauia (ponyctumi nimitn) | AHaniTnyHumn PesynbTaTtn
. MeTon
1. | Onuc bini, gsoonykni TabneTkn oBanbHoOI BisyanbHo bini, asoonykni TabneTku
hopMU 3 pUCKOO 4N NOAINY 3 oBasibHO| hopmu 3
ofAHoro 6oky Ta rnafki 3 iHWoro PUCKOIO 151 NOZINY 3
opnHoro 6oky Ta rnajki 3
iHLLOTO
2. | lpeHTndikauin PiguHHa Yac yTpumaHHs
A) BEPX 4ac YTPYMYBaHHst OCHOBHOFO Miky Ha | XPomatorpadisi | oGHOBHOTO Miky Ha
Xpomarorpami JochiAKyBaHoro €0.2.2.29 xpomaTorpami
pO34MHY NOBUHEH BiANOBIgaTH Yacy [OCNiAKYBAHOTO PO3YUHY
YTPUMYBaHHSI CTaHAapTHOrO BiaNoBigae TakoMy Ha
PO34UHY, LLIO OTPUMaKi NPy Xpomarorpami
KiNbKICHOMY aHanisi CTaH[apTHOro PO3YNHY
YnbTpadionetoBun cnekTp AbcopbujiHa Y®-cnekTp OCHOBHOTO
B) YO- NOrfIMHaHHA [OCAIAXYBaHOro CNekTpodpoTOME | niky Ha XPOMaTorpami
CMEeKTPOMETPIA | pO34YNHY NOBUHEH MaT¥ MakCUMyM Prpisi, YO posuunHy binactuny,
Ha TOMY X PiBHI, WO 1 MaKCUMymMm €0.2.2.25 o[ EePXaHoro npu
CMeKTpy NOrfUHaHHSA KinbKiCHOMY aHaniai
AOCNIMKYBAHOro PO3YKNHY Ha Til xe Bignoeigae takomy x Yo
AOBXWHI XBUAI. CNEKTPY CTaHAAapTHOro
PO34MHY, OTPUMEHOTO Mpw
KINbKICHOMY aHanisi 3
PDA getekropom
3. | OpHopigHicTb 120 mr £ 3.0 % (HeobxigHa maca) €. 295
macw (dns 20 (116,40 mr-123,60mr) 0,27 mr
00UHUYB)
4. | OpnHopigHicTb Y BIANOBIAHOCTI NPUAHSTHOMY €0.2.9.40
[0030BaHUX 3Ha4YeHH 3rigHo €9 2.9.40
oavHUUb(BEPX, | L1<15.0,L2<25.0
odHop 3micmy)

Peksisutu kopnopauii Bisimeg fa6c Nra

lh @l 4 g7




TNorotun komnawii

No NokazHnkn Cneundikauis (qonyctumi nimitn) | AHanitTnuHum PesynbTaTtu
: meToq
5. | Po3unHeHHA He meHwe 80 % (Q) 3a3HayeHol €0.293 MiH:90%
(BEFX) (0,1H HCI, KINbKOCTI 6iNacTUHY PO3UYMHSIIOTHCS Makc:93%
gg‘r’”,flagggggf’”m’o’ 3a 30 XBUNWH Cep:92%
P %RSD:1,3
6. | KinbkicHe PianHHa
BU3HAYEHHS (19,0 mr— 21,0 mr) xpomarorpadist 97,0% (19,41mr)
(BEPX) 95 % - 105 % m/M Big 3asiBneHoi k-1i | €P. 2.2.29
BinacTuHy
7. | CynyTHi PignkHHa He BusiBneHo
[OMiLLUKN XpomaTorpadis
(BEPX) €0.2.2.29
He 6inbwe 0,5 %
MapokcunbHa
NoMiLLKa
KucnoTtHa He 6inbwe 0,5 % He BusBneHo
aomilika
[uvkucnoTtHa He 6inbwe 0,5 % 0,055%
[lomiLka
Amigra gomiwka | He 6inbwe 0,5 % He susiBneHo
ETokcnokcasonsb He BusiBnexHo
Ha AoMillka He 6inbwe 0,5 %
Hesigoma He 6inblue 0,2 % MeHLle 4yTNMBOCTI TECTY
JOMilLKa (rpaHuus H4yTNUBOCTI
(DL)=0,05%)
Cyma foMilloK He Ginbwe 1,0 % 0,06%
8. | Mikpo6GionoriuHa €Pb.51.4
yucroTa TAMC He Ginsuwe 10° KYO/r 25 KYO/r
TYMC He 6inbwe 102 KYO/r <10 KYO/r

Escherichia coliBigcytHaB 1T

BigcyTHi B rpami

Pe3ynbTtaTi ananisy:
KomeHTapi:

3asaBa Npo cepTudikadito:

Jlaua cepis Bianosinae sumoram MKSI go PIT:Ne UA/199908/01/01

BigcyTHi

NaHHUM cepTudikaToM NiATBEpAXY!O, WO BULleHaBeAeHa iHopMaLis € DOCTOBIpHOIO Ta TouHolo. Lis cepin 6yna
BUrOTOBIEHa, BKIIOYAOUYU NaKyBaHHA/MapKyBaHHA Ta KOHTPOSb SIKOCTI, Ha BUlLleHa3BaHIR AiNLHULUI Y NOBHI
BignosigHocTi BUMoram GMP BugaHuM MicLueBUM Perynioioynum opraHoMm, a Takox y BianoBsigHocTi 3
cneundikauicto fo PeecTpauiiitoro flocke. NMpoTokonu BUPOGHULTBA, NaKyBaHHA Ta aHanisis 6ynu
npoaxanizoBaHi i BU3HaHi y signosigHocTti Bumoram GMP.

[Oara sunycky cepii 14.06.2024

S. Naveen Reddy , YnoBHoBaxeHa ocoba

[Imst Ta MpisBuriie]

flionuc/ NaTa nignucy 14.06.2024

rieyamka

PekBiauti kopriopauii Bisimen Nabc Jith




CERTIFICATE OF QUALITY Vivimed

FLUSTIN, tablets, 20 mg

Country of manufacturer: India

Registration Certificate Ne: UA/19808/01/01 valid until: 25.02.2028
Dosage form: tablets

The size and type of packaging: 10 tablets in blister, 1 blister in carton box
Strength/Potency: 1 tablet contain 20 mg bilastine

Batch number: BST4006

Total guantity in batch: 4000 packs

Manufacturing date: 05/2024 Expiry date: 04/2026

Manufacturer of the medicinal product: Vivimed Labs Ltd

D-125&128, Phase-lll, 1DA., Jeedimetla, Medchal-
Malkajgiri District - 500055, Telangana State, India

GMP Certificates for all manufacturing sites and site of quality control:

Site: Vivimed Labs Ltd

Address: D-125&128, Phase-lll, IDA., Jeadimetla, Medchal-
Malkajgiri District ~ 500055, Telangana State, India

Manufacturing License No. 7/HD/AP/95/F/R (Forms 25 and 28) from 16.04.1985
valid untit 20.05.2027

Certificate of GMP compliance: No. 069/2023/GMP

issued by State Administration of Ukraine on Medicinal Products

valid until 29.06.2024

Controls was made in accordance with the methods of quality control of the RC No.:

UA/19908/01/01
Specified values Analytical
Ne: timniiels {permissible limits) methods RESUlts
White, Oval shaped, White, Oval shaped,
o biconvex tablets with break _ biconvex tablets with
1. | Description line on one side and plain on | Visual break line on ane side
other side. and plain on other side.
Identification (bilastine) - T
A) By HPLC The retention time of the | Retention time of major
major peak in the sample Liquid peak in test solution

preparation chromatogram chromatography chromatogram
should correspond to that of | pp, Eyur. 2.2.29 | corresponded to that in
the standard preparation, as standard solution
obtained in the assay. chromatogram.

The ultraviolet absorption The UV spectra of the

2. !'B)ByUV tre i i
) By UM Spectia spectrum of the test solution |\ oo major peak in the

should have a maximum at spectrophotome chromatogram for
the same level as the | try UV Bilastine in  assay
maximum of the absorption | Ph. Eur 2.2.25 preparation

spectrum of the test solution corresponded to that of
at the same wavelength. the UV spectra of

slandard preparation,
as obtained in the
assay with PDA,

Corporate Office : Unit-
N C.HOLISC’, h Floor (Western Wing), D-125 & 128, Phase 1, 1.D.A. Jeedimetia
Sy. No.64, Madhapur, Hyderabad, Hyderahad - 500 055, Telangana, India.

Telangana - 500 081, Indis. B AGAARDY AT
bace TR 7 B el Sy www.vivimediabs.com
7 +91(0) 40-6608-6608, F + 91(0) 40-6608-5699
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Specified values Analytical b
NO Controls (permissible limits) methods Results
A ¢ Target mass:120.00 mg *
3. za’iﬁ%f)mass (for | 309 Ph. Eur. 2.9.5 | 120.27 mg
(116.40mg-123.60 mg)
To meet the acceptance
Uniformity of
desage uits value as per Ph. Eur
4 (By Content | General Chapter <2.9.40>, Ph. Eur.2.9.40 76
Di . o e
H;fi’g;”“"” BY | NLT 80% (Q) of the labeled "‘WA‘”',QQO,BQ
5. amount of Bilastine is | Ph. Fur. 2.9.3 ax: °
WO HGH, - pedie, dissolved in 30 minutes Aug: 92 %
50rpm, 900mL) i %RSD: 1.3
95.0% - 105.0% wiw of the | Liquid
6. | Assay (By HPLC) labelled amount of Bilastine | chromatography | 97.0% (19.41 mg)
(19.00 mg - 21.00 mg) Ph. Eur. 2.2.29
Related substance (By HPLC)
a) Hydroxyl impurity | Not more than 0.5% Not detected
b) Acidic impurity Not more than 0.5% Not detected
c) Di-acid impurity Not more than 0.5% 0.055%
7. 1d) Amide impurity Not more than 0.5% Liquid Not detected
chromatography
€) .Ethox,.y Oxeele Not more than 0.5% Ph. Eur.2.2.29 Not detected
impurity
f)  Any other
unspecified Not more than 0.2% BDL (DL = 0.05%)
impurity
g) Total impurities Not more than 1.0% 0.06%
Microbiological purity
Total aerobic | Not more than 109 CFU/
microbial count E 25 CFU/g
Total combined
84 + >~
yeasts and moulds | Not more than 102 CFU/g | Ph. Eur. 5.1.4 <10 CFUlg
count
Z;?t for Esgheticria Should be absent/g Absent in g

The results of the
analysis:

Comments:

Corporate Office :

NCC House, 4th Floor {Western Wing},
Sy. No.64, Madhapur, Hyderabad,
Telangana - 500 081, India.

: +91(0) 40-6608-6608, F + 91(0) 40-6608-6699

This batch meets requirements of the Methods of Quality control of Registration

Certificate No. UA/19908/01/C1

Absent

Unit-1:

D-125 & 128, Phase 111, 1.D.A. Jeedimetla
Hyderabad - 500 055, Telangana, India.

www.vivimedlabs.com



Vivimed

Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging/labeling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specification approved in registration dossier. The balch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Batch release date _ﬁ_‘ﬂ D b >"\ !

SUTPRVY i}
Ay Yoo "QLalified Person

L A ]

[Name and Sl,lrna;xwia]

A

1 \,\I 0 bhime 2
Date of signature

[Signafuré} -

Corporate Office Unit-l
NCC House, 4th Floor (Western Wing),
Sy. No.64, Madhapur, Hyderabad,

Telangana - 500 081, India. GSTI L BEARALVOG 1T
GHTI 2GS LA 20 www.vivimed|abs.com

7 +91(0) 40-6608-6608, F +>91(O) 40-6608-6699

D-125 & 128, Phase lil, L.D.A. Jeadimetia
Hyderabad - 500 055, Teiangans, India.
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