JIEPIKABHA CIYXDBA 3 JIKAPCHKHMX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haxii Csitnuunor, 3, 02099, ten. (044) 295-26-85
E-nail: dis.kyiv@dls.gov.ua, Koa CIIPIIOY 37079055

BUCHOBOK
PO AKICTL BBC3CHON0 B Yrpaiuy JikapcbKoro sacoly

15.05.2024 Ne 25437/24/26

BAJIMICAY 80
(naifmenypaitia TiKapeLKoro 39C00Y JFIAND 3 peecTpauiititi IOCRIAUEHIEANM)
+aBHCTKH, BEPITI IWIBKOBOIO 060/1011K010, 110 80 mr, 1o 10 Tabneroky Gaicrepi, 1o 3
Gaicrepy y xapTonmiit wopobui
(pOpME BHITYCRY, LOTY DAL, BRI HAKYHAHHA ARAPCLKOTO sacoby)

Homep peecTpaniiinoro nacainyeii UA/16186/01/02 crpok ail peeetpauiitioro nocpifmeria HEOOMEKEHHA

Cepin hikapeekoro aacoby Ne EVE123003A KiAbKICTD BUEICHOTO JiKAPCHKOTO 3aC00Y 13535
B1poGHItK Maxneonc PapMacbioTHRANC Jhimiten, hiis

(HaiistcHy BRI BrRPOGHHKA nikapeLkoro sacoby, KpaiHa OXOMKCH)

Bueseno s Y kpaiiy Tosapuerso 3 00MEKRENOI0 pigropiranasuicrio "MAKJAEOAC
GAPMACHIOTIKAJS JIIMITEL", ineur, koa 37554108
(saknmenynarnsg ta Kol 4 CAPIIOY 1oprmol ocobH aGo npisniine, M, 110 Garukoni qisHunol
0coBH - THANPHEMUS, T MICHE APOXRKBATIIA T4 peeCTpRINAHIA HOMED OBIIKOBOT KAPTKH HAATHHKE
nogarkiy aBo cepit ta noMep nacnop va)

[poToKos BISYAILHOTO KORTPOJIO BiA 11.04.2024 N 1192/7.

NaBoparopsuli ananis RKOCTI NiKAPCLKOTD 300y saificHennii

JlaGopaTopisi 3 KOHTPOJIO gKocTi niKkaperKix 3acobin TOB "}.1051"OBYTwJ"HKHJIA'IS" {m. Kuin,
gy, Hopropon-Cisepebka, Gy.3, HEHTAOBE pHAieniis 92)
(nalivenyBonia T2 MICUCIHAXOKCHIS naGopatopii, 110 Npavena anBopuropHi

AaBopaTopicio il 15.05.2024 Ne 639-24

33 NCPEBIPEHHAMHE NOKAIHHKAMH BHUIIOBINAOTE

% aianis gKoeTi)

BHCHOLOK WONO AKOCT AIKAPCLKOTO sacoBy, siatiit

Pesyaptatyt Aa60paTopHoro auanisy AKOCTi NKAPCHLEOTO 3ucoly
HIGMOTEM METORID KOHTPOJTIO AKOCTI (ananiThuio-HOPMATHBHOT JOKYMEHTAUI).

ACPAABIOTO  KOWTPOMIO peranoBaeno,  Uo nixapeukuil  3aciG  wBe3CHO B Yxpamy 3

I 3aKOHORABCTEA 100 saleancuctiis gxaeTi nimp}/uyux jacobis.
//'/ Mukona XOJOIEHKO

Ja  peiyaLTaTaMu
AOTPHMATTHSIM Bid
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JaBoparopist 3 KOHTPOJIO AKOLCTH HRAPCLRHX 3¢00i8
TOB "JOBPOBYT-JIKHUIAL"
Medicines Quality C(:nm'oi Laboratory
LLC*DOBROBUT-LIKYLAB”

Yrpaira Q21530 1. Kuis, ayn. Hosropos- -Cipgpubia, 8vA.3. HEXATOR! MPAMILBHER 2209

Bieirosor mono aoeri Ne 639-24 sia 15.05.2024
BAAMICAE §O madaersie. skpHT LHRKOROIK phOAHRO0. 1o 3T Mt

Hasua upenapary: A o . NS P
ao 10 tadseror v Sajerepl, no 3 Saicrepir ¥ Kaproniti Kopootl)

Pecerpaniiinuii nosiep: 63924
Bupubninyuo: Mascaeoue apsraetioriranie Hiviren s
Homep cepdit EVE123003A
Pasmip napril sig ol siaidpauo (3533
Ipasox:
Tepain npumruocti 1072025
ToBaprerao 3 OOMEKCHOI0 BLAULBINIW sntieno "MAKITEOHRC
Bixidpano/onepimano six BAPMACBIOTICAI IMITEL Arrresmnti ez Ne b s iis,
sy O dosbya, 37
Ao opepaanan: 14.04.2024
B nenrpoio: Harpapgaeuns THC ua habopatopiidl akasiis (902
AHJUUVMINS, cuendiwanii), MIS g0 PIT N UAZT6 180701707
BLIHOBEO 20 GR0T HPUBOARTHCH
ARAALS
Horasuun Buston AT Py oiam
(RIS Jinoonygni Talae R BanLHoT thopat, BRPUTE BTBKOBOKY Rifgnoniaae

HIOHOM RO G 10 HEPROROTO KOs ThopY, 1 THeHeHy T3
sAnot cropon 1 eaaki 1wl
Lwrmndgrinatit - BLEPX ‘f AC VITPINYBABR THKA SQICAPTAHY Hl XPOMHTOIPANIX Piztroniae
FHIPOOY RAHOTY T CIaHAAPDTHOTY pmtmnln WEPHMATHN T
{IALRICHOMY BHSHINCILL NOmIMDT cnisma Ty

Lrermdinauia - Y- VeneRTp 00T NuII BHIPOOYBANOIQ | CTAHIAPTHOPO Rignonte
CHRRTPOPOTONMCTPIA POBIMIE TOBHANT RIANOBITITH

Cepena Mach 255,0 s =7+ 5.0 % .
Posnaan He Sianwe 30 xpuan lh oA
KELeiene Busnaiensis - Fla repain puzaruoctt via 70.0 xo RS RURNT 8.3 mr
BEPX

Noakusi Feimo g swvorane MKH
403 BHMQTAM T SEFBEP UK CHOTD TORCTY AR B M1

hE IR THTTIE

BHCHOBKH: Ceoenipeiidt spasor BAIMICAP 80 rataersn srpii LR aduaiEo, st X0
ML 1O IH padacror v Gaicrepi. o 3 dsicrepn s ¥ i sopodi cepii
LA 250034 stpoduniTea Mukieoie Dupsacsio e Fistiren, hein ginoniae

pusoran MIKST a0 PH A Uf\/ IMS() OTANE 3 HABQASTHINGS BHIHC GORISITKIM

Jasivna . 1‘13,6?; RSV lpop JHECHK

<
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJIZY

! Name of Product VALMISAR 80 AR No.: DN 2 | Manufacturer Country | India
(Valsartan 80 mg) | FPS24000051
Haiimenysanus Bansticap 80 Date: 13/01/2024 Hepxasa-supobuur Tunis
npoxyruii (Bastcapran, Hara; 13.01.2024
10 80 mr)
3 Registration 4 | Strength/potency of the | 80 mg
Certificate No ‘ medicinal product
UA/16186/01/02 - T S ;
Homep pecerpaniii- Cuaa aif / akTHBHICTH 80 mr

HOVO HOCBIU eI

HiRapebroro sacoby

(5

Dosage Form

Film coated tablets 80 mg

Ne 30 (10x3)
in blister pack
in carton box

6 | Pack Size

Jlikapebka gopma

Tadnerkn, BepuTi iBKoso10

oGononroo, no 80 mr

Ne 30 (10x3)
y Gaicrepi
Yy KApToHHif

Posatip | THN YHAKOBKH
I

YHAKOBHLI
7 | Packing Batch No 8 | Date of Manufacturing | 1172023
Homep o EVEI23003A Hara Bupobunursa 11,2023
yraiosanol cepii
Packed Bateh Size 412 670 Tablets (13 755 packs ) 9 | Date of Expiry 10/2025
Poamip 412 670 Tadnerox Hara sarinveans 10.2025

ynaropaunoi cepif

(13 755 ynaxkoBok)

TepMINY MPHAATHOCTI

10 | Name, address and license numbers of Mfg unit

Macieods Pharmaceuticals Limited
Unit-I1, Plot 12, 15, 21, 23, 24, 25, 26,27, 28
& 30, Survey No. 366, Premier Industrial
Estate, Kachigam, Daman, 396210, India.
Mig, Lic, No DI/375, Ne DD/376.

HaiivMenysanust, MicuesHaxokeHnst i HodMepa aineusiif Beix
Aok no BHPOGHHTRY | KOHTPOMO siKoeTI

Mawraeonc hapmacsiorukanc Jlimirea

Daza 1L Mot Ne 12, 15, 21, 23, 24, 25, 20, 27,28

i 30, Cropseit Ne 366, Fpes’ep Ingacrpiaa lereiir,
Kaunram, Hasan, 396210, laais,

Bupobuuaa, gigensin No DD/375, Ne DD/376

1 | GMP Certificates No / Date

069/2021/GMP  Valid till 13,07,2023

Ceprudricarn sinnosinnocri GMP aan seix aisinor no
BHPOOHHUTBY | ROHTPOJ SKOCTT abo (Npn HAsIBHOCTI) HoMmepa
nocuaank B dast nannx Eudra GMP

Q69202 1/GMP Crpow it ao: 13.07.2623

2 | Result of Analysis/ Pesyasraru nposejenus auasisy..

Sr. | Tests/Tectn
No.
Non
/1

Specifications/Bumoru

Results/PesyabTaTn

1) | Description

Pale red, oval shaped, biconvex, film coated
tablets debossed with “L13” on one side and
plain on other side.

Pale red, oval shaped,
Qm’c,x 1 coated tablets
é' yssed W{“l, 3, 13" on one
/ufe,‘u}d plfnh n Npther side.

MACLEODS
PHARMACEUTICALS
LIMITED

Ukraine
Kiev

Zdolbunivska str., 7-D

02081

Tel/fax: +38 044 574 42 94

Yrpaina

Kuis

Byd. 3a0adynines

02081

Tea/Pace:; +38 044 574 42 94
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Onmne Jusoonyxui rabierkn  oBananLuol Gopmu, prputi | ABoonykni Ttabserkn  osaabuol
NABKOBOIO 0GOIOHKOI0 BJIZ0-UEPBONOTO KOJLOPY, 3 | GOPMH,  BRPUTI  1IBROBOIO
rucuenunm  «L13» 3 omnoro Goky Ta raagki 3 | 0o00g0HKOW0 61i10-4epBOHOYO
inuoro. KOABLOPY, 3 THenenusm «L13» 3

ONoro HORY TA raaki 3 inuoro
2) | Identification Valsartan
The retention time of the Valsartan peak in the | Complies
chromatogram of the sample preparation should
correspond to that of the Valsartan peak in the
chromatogram of the standard preparation as
obtained in the “Assay”,

Lnenridikauin BaJstcapran
Yac yrpumyBanus Ky sa1capTana Ha XpoOMATO- Binnosinac
rpamMax supofysanoro i CTalAapTHOro po3uH-His,

OTPUMAIIN NpH KidbRICHOMY BH3HAUCHH], MAC
TR e 12 T
3) | Average weight 1 2550 mg x 5,0 % 256,24 mg
Cepeasist maca 255,0 My £ 5,0 % 256,24 mr
4) | Disintegration time | Not more than 30 (min) 0 minutes 57 seconds
Pacnanaemocts He Giabuwe 30 muu 0 xuanu 57 cekyun
5) | Dissolution Not less than 80 (Q) % of labeled amount in (1) 98 (2) 100 (3) 101
30 minutes. (4) 101 (5 101 (6) Y97
Pozununicts He menme 80 % (Q) sia sasisaenof kiasrocti (1) 98 (2) 100 (3) 101
Baacaprany 3a 30 xsuunn (4) 101 (5) 101 (6) 97
6) | Uniformity of Acceptance value (AV) £15,0 % 1.7 %

Dosage Units

OpuopinnicTs Mpuiimaasie yncno (AY) < 15,0 % 1,7 %

[O30BANHX

OAHHHUD

7y | Organic impurities | Individual impurity:Not more than 0.2 Ya(wiw) Below the limit of quantification
Total impurities : Not more than 0.4% (w /w) Below the limit of quantification

Opraniuni Tnausigyaisua gosinks: He 6lanuie Hikue meskd kisibkicnoro

AOMILIHCH 0,2 % (m/n1) BH3HAYCHHH
Cyma pomimox: ne Gianine 0,4 % (m/m) Husue meski kijibkicnoro

o mi3padenns
8) | Assay Ntveleases <——— ey
From 76,0 mg to 84,0 mg 79.49 mg / tablet
(95,0 — 105,0 % of the label claim) 99.4 %
At the end of the expiration date:
From 76,0 mg to 84,0 mg
(95,0 - 105,0 % of the label claim)

Kinnricue ITpu sunycry:

BH3HAYCHHS Bia 76,0 xo 84,0 mr 79,49 mr /rad
(95,0 — 105,0 % pin sasssenol Kinvkocri) 99,4 %

Jlas niepainy npuoamnocnti;
Big 76,0 1o 84,0 mr
(95,0 ~ 105,0 % Big sasnsaenol KiaLKocTi)
ADDITIONAL TEST/ JOAJATKOBI TECTH.
9) | Identification Valsartan
The UV abserption spectra of sample and standard
______________________ preparation shonld be concordant,

MACLEODS Ukoraine ViepatHa

PHARMACEUTICALS Kiev Kiin

LIMITED Zdolbunivska stry, 7-D Byt 3pondynisei,
02081 02081 TS
Tel/fax: +38 044 574 42 94 Ten/Mawe: +38 044 57?5‘42*‘)

[Pd
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InenTndiranis Bascapran, Binnosinac
Y®-crekTp MOrIHHaHIs BHIPoGyBanoro Ta
CTAHAAPTHOIO PO3YUHY HOBHHUI BiATIOBIAATH.
10) | Microbiological In the medicinal product allowed:
purity* Total acrobic microbial count (TAMC) - not more
than 10 (CFU/g). Not applicable

Total combined molds and yeast (TYMC) - not more
¢than 10* (CFU/g).
Not allowed Escherichia coliin 1 g of the drug,

Not applicable
Not applicable

MikpoGiogoriuna
yuerora *

Y npenaparti A0TyCKACTHCN:

3arAibHA KIABKICTL aepobix mikpoopra-uissin
(TAMC) - ne Oinbuie 10° KOE/r;

FAFAALHA KILKICTL APIAUROBIX | nuicHuBuX
rpu6in (TYMC) — ne Dianwe 10° KOE/r

He nossoasierbes Escherichia coli

y 1 r aikapenkoro sacoby.

He 3acTocoBycThES

He 3acrocoByeThcst

13

Comments (if any)

He 3a¢T0coBYCTLCR
* Not a routine test for batch release criteria. Test to be performed on first five
commercial batehes and then after first and every 10" bateh of the year whichever is
carlier, unless otherwise mentioned elsewhere.

Komeurapi (K110 €)

* Tecr me € PYTIHHHIM RIS BHITYCRY cepii. Tect NPOROANTLCS TLILKH IS Heplinx 1 TN
NpOMUCTO-BHX cepifi a noTis Ha koaniil 10-it cepil, ane He piine 0AHOTO pasy Ha pix,
SN0 iHne He 00yMOB-JICHO THIIHMY TOKYMEHTAMHA.

14

Application for
Certification

"1 hereby certify that the above information is true and accurate. This series of products
have been produced (including packaging / labeling) and conducted quality control on
the above mentioned stations in full compliance with the requirements of GMP, set by
the local regulatory authority, and in accordance with the specifications contained in the
registration dossier or trade license of the country of the manufacturer or importing
country if the products imported or file specifications in preparation for the
investigational product, Minutes of production, packaging and testing were reviewed and
the correspondence GVIP»,

3asina upo ceprudikaniio

«Llm st aTBeparylo, 100 NABCACHA BILINLC ingopMauin € J0CTOBIPROIO § TOUHOIO. [ARNY
cepito npoaywuii Gyao supobiueno (BKIOUAIOWT YIAKOBKY / MapKyBaHng) i npopeaeHo
KoHTpoJbL Tl SIK0CT HA BiNE sasuageniil nissinui B noswii BiANOBIAHOCTI 3 BUMOTAME
GMP, BCTAHOBJACHHMHE MICUEBIM PErY.ISITOPHEM OPFaion, 4 rakox y signosinnocri 3i
crienngikaninmu, WO MIiCTATLCL B peecrpauiiiiomy nocke abo B peccTpauifinomy
nocsinvenni KPanu-BupodHIKa ado Kpaiiii-innoprepa, sIKIHO NpoAYREIN iMnopronaa,
un B gocse cneuuikauiil wa ppenapart aas AOCHLEYBAHOrO JAIKAPCHKOID 3acoly.
[porokon BRPEOIHITEA, YHRAKOBKH T4 anadizis Gya0 NEPersIYTo | BCTAROBACHY
nignosianicrs sumoram GMP »

Name and position / title of the person issuing the permit issue series/
[IpisBHine Ta Nocaaa / 3BaHHR 0cOOH, SIKA BIAAJNA N03BIA 12 BATyCK cepll

4o

Prepared by/ ITinroroBJicHo

Checked by/ ITepenipeno Approved by/ 3:11‘nepamenb

Reviewer/H006161

Manager QC/H001422 Manager QA/H023626

Adinath Nanasaheb Makone

Jignesh Kumar Rameshchandra Patel Kandarp Ramanial Mistry

13.01.2024

19:18

15.01,2024  106:13 16.01.2024  17:19

This is clectronically generated report, hence signature is not required,
CeprudikaT 3reHepoBAHO ABTOMATHHHO Ta nianue He norpidunii

MACLEODS
PHARMACEUTICALS
LIMITED

Ukraine

Kiev

Zdolbunivska str., 7-D  Juon
02081 02081

Tel/fax: +38 044 574 42 94 Tenfdaxe: +38 (044 574 42 94







