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CERTIFICATE OF ANALYSIS
CEPTH®DIKAT AHAJIIZY
1 | Name of Product VALMISAR 160 AR No. : DN 2 | Manufacturer Country | India
(Valsartan 160 mg) | FPS24000163
Haiimenysauusn Banmicap 160 Date: 29/01/2024 JepaBa-BHPOGHHK Inais
NPORYKIl (Basncapran, Hdara: 29.01.2024
o 160 mr)
3 | Registration 4 | Strength/potency of 160 mg
Certificate No the medicinal product
Howmep UA/16186/01/03 Cwua Ail/ axrusniers | 160 ur
peecTpaniiiiioro AfRapepKore 3acody
focBiaenys
S | Dosage Form Film coated tablets 160 mg 6 | Pack Size Ne 30 (10x3)
in blister pack
in carton box
Jixapcbia popma | Tabaerin, BrpuTi NNiBKoBOK Poamip i Tun Ne 30 (10x3)
060,101 K010, YNaKOBKE y Gaicrepi
mo 160 mr Y KapTonmiii
VIAKGBI
7 | Packing Batch No 8 | Date of Manufacturing | 11/2023
Howmep EVC3523006B JaTta BHpoGHELTEA 11.2023
ynaxoBaHol cepii ’
Packed Baich Size | 896 000 Tablets (29 866 packs ) 9 | Date of Expiry 1072025
Pozumip 896 000 Tabnerox (29 866 ynaxosox) JaTta zakinuenns 10.2025
ynaxkosanoi cepii Tepminy npugaruocTi )
10 | Name, address and license numbers of Mfg unit Macleods 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.
Mfg. Lic, Ne DD/375, Ne BD/376.
HaiimenyBanus, micueanaxomxenus i nomepa ninensi seix | Maxeose Mapmackioturanc JlimiTen
ALISHOK 10 BHPOGHHITBY | KOHTPOJIIO AKOCT Dasa I, Inot Ne 12, 15, 21, 23, 24, 25, 26, 27,28
i 30, Cropseit Ne 366, ITpem’ep Ingacrpian
Ieretit, Kaunram, Jaman, 396210, Ingis,
BuapoGuuua, minenszis Ne DD/375, Ne DD/376
11 | GMP Certificates No / Date 069/2021/GMP  Valid till 13,07.2023
Ceprudixaru Bianosinuoecti GMP s Beix qisTHOK 10 069/2021/GMP  Crpox aii o: 13.07.2023
BHPOGHULTBY | KoWTpOMIO SIKOCTi 260 (npH HAHBHOCTI)
HOMepa nocunans B 6a3 ganux Eudra GMP
12 | Resuit of Analysis/ PesyarraTn nposegeris anAJI3Y.,
Sr. | Tests/Tecrn Specifications/Bamorn Results/PezynnraTi
No.
Ny
n/n
1} | Description Grey orange, oval shaped, biconvex, film coated 4G Orange, oval shaped,
tablets debossed with “L14” on one side and pliGnitbice ¥ex, film coated tablets
on other side. 7, s | deb vith “L14” on one side
Vas & laddp - other side.
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Omnue Hpoonyini Tabnerkn oBanbuoi Qopmu, BrpHTI ABoonykai TabaeTkn obaabHot
NIIBKOBOI0 0B60/IOHKOKY CiPO-0PAHKCBOr0 KOIBLO- dopmn, BrpHTi  OAiBKOBOIO
py, 3 THedenruam «L14» 3 oanoro Goky Ta rnagki 3 | oGonorKkolo cipo-opamkesoro
inmoro. KOJILOPY, 3 TicHennaMm «Ll1d» 3

oporo Goky T2 ruaaki 3
innroro,
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”.

Inentudirauis | Bancapran Bignosinae
Hac yrpamysanus niky paacaprana na xpoMaTo-
rpamax sunpoGyBanoro i cravAapTHOTo posynHiE,

OTPHMAHHX NPH KiILKICHOMY BH3HAReHHI, Mac
3Birarmcs,
3) [ Average weight | 510.0 mg & 5.0 % 509.44 mg
Cepenus maca | 510,0 mr+5,0 % 509,44 mr
4) | Disintegration | Not more than 30 {min) 00 minutes 47 seconds
time

Pacnagaemocts | He 6insme 30 mun 00 xBunn 47 cexyng

5) | Dissolution Not less than 80 (Q) % of labeled amount in I 97 @2 9 3 97
30 minutes. ) 98 (5) 99 (6) 100

Pozunnnicrs He memne 80 % (Q) pix 3asBiIeHol KIAbKOCTI 1 97 2 99 3 97

BajgcapTany 3a 30 xpuaax 4} 98 (5 99 (6) 100
6) | Uniformity of | Acceptance value {(AV}<15.0 % 1.4%

Dosage Units

Onuopinnicrs | OpuiiMansue uneno (AV)<15,0 % 1,4 %

JO30BAHUX

OHHILD

7) | Organic Individual impurity: Not more than 0.2 % (wiw) Below Disregard Limit
impurities Total impurities : Not more than 0.4% (w /w) Below Disregard Limit

Oprauivni Iznusinyansua nomimka: ne 6inbae Hisxve Mexi kiltskicHoro

aoMiicn 0,2 % (m/m1) BH3IHAYEHHT
Cyma nominrok: ne Giabure 0,4 % (m/m) Hrxve Mexi kisibkicHoro

BH3HAYEHHSA
8) | Assay At release;
From 152.0 mg to 168.0 mg 158.21 mg / tablet
(95.0 — 105.0 % of the label ciaim) 98.9 v,
At the end of the expiration date:
From 152,0 mg to 168,0 mg
(95,0 —105,0 % of the label claim)

Kinnkicue Ipit gunycry:

BH3HAYEIN Bin 152,0 no 168,0 mr 158,21 mr fTab
(95,0 — 105,0 % Big sasBaesof KigbrocTi) 98,9 %

A mepatiity npudamnocni: Fo
giu 152,0 70 168,0 wor P RN
(95,0 — 105,0 % sin 3aneacHol kinbKroCTi) &‘/?N\c\
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ADDITIONAL TEST/ HOJATKOBI TECTH.

9} | Identification Valsartan
The UV absorption spectra of sample and standard Complies
preparation should be coneordant,
Inentudikanin | Bascapran,
Y®-cnekTp nornunanis sunpoSysanoro Ta Biarosinac

CTAHAAPTHOIC POIYHHY MOBHHMI BignoBinaTs.

10) | Microbiological

In the medicinal product allowed:

purity* Total aerobic microbial count (TAMC) - not more
than 10° (CFU/g). Not applicable
Total combined molds and yeast (TYMC) - not more
than 10* (CFU/g). Not applicable
Not allowed Escherichia coli in 1 g of the drug. Not applicable
MikxpoGionoriu | Y npenapati nonycraernen:
Ha uyHcTOoTA * 3araJabHa KidbkicTs aepobunx mikpooprasismis
(TAMC) - ne Ginbwe 10° KOE/r; He zacrocoByerben
3arabHa KiiekieTs xpixacosnx i nuicuspux rpudis
(TYMC) -- uie Ginbwe 10 KOE/r He 3acrocomyernen
He noseoasiernen Escherichia coli
¥ 1 r aikapeskoro sacoGy. He 3acTocoByernen

Comments (if any)

* Not a routine test for batch release criteria, Test to be performed on first five commercial
batches and then after firsi and every 10" batch of the year whichever is earlier, unless
otherwise mentioned elsewhere,

13 * Tecr He € pYTHHEIM A9 BHnycry ¢epii. TeeT nposognthen Tiabkn nis nepmrnx n'ary
KomenTapi (nemo €) npoMiC/I0-BHX cepiii 3 noTim Ha komuil 10-ii cepil, ane ue pizwe ognoro pa3sy Ha pik,
AKIO iHme He 06yMOB-J1eHO INIKME JORYMEHTAMM,
14 | Apolicati "I hereby certify that the above information is true and accurate. This series of products
pplication for I , ; . . s
. . lave been produced (including packaging / labeling) and conducted quality control on the
Certification 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 GMP».
3asea npo «lum 5 migTeepamyto, mo uabedeHa BiIle inpoprauia € pocrosipuow i tounow, o
ceprudikanino cepio npoayxuil 6yao eupoefieno (sriroualoun YNAKOBKY / MapKyBaHus) i npopeaeno
KOHTpoas i1 sxocti wa e 3azuaveniii giasmmg s noswuii signosinnocti 3 BuMOraMu
GMP, setanosnennmn Micuesinm PeryssiTOPHHUM OPraHoM, 4 TaKMK Yy Bixnoriguoeri si
crreundianisivm, wo MicTaThCA B peccTpauilinomy Rocke ao B peectpauiiinomy
nocBiatenui kpaiiu-srpobunka aGo Kpaiun-iMmoprepa, sKio mpoaykuin imnoproeana,
UH B Rockhe cneundirauniit wa nmpenapar aas aocximkymamoro Jikapeskoro 3acofy.
Hporokoun mupoGumarea, YnakoBKH Ta aHaniis Gyno nepernsuyre i BerasHoBAeHo
BianosignicTs BsMoram GMP »
15 | Name and position / title of the person issuing the permit issue series /
Mpisenme Ta nocaja / 3anus ocobi, AKa BHAAIZ NOIBLA Ha BHIYCK cepil
Prepared by/ Higroropaeio Checked by/ ITepesipeno o —Approved by/ 3aTeepikeno
Reviewer/H018510 Manager QC/H001422 2 VOl Z 70 Sinpager QA/H023626
Amitkumar Ramanlal Patel Jignesh Kumar Rameshchandrafatel 5| 2 J55hdaNp Ramanlal Mistry
29.01.2024  15:29 29.01.2024 __17:08 [/5/ oilu 257 3992024 02:08
This is electronically generated report, hence signature is not require : & ] o Z
Ceprndikar srenepoBaHO aBTOMATHMHO TA NIANHE He norpibHui % = é,ﬂ* : -
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JlaGopaTopisa 3 KOHTPONIO AKOCTI NIKAPCLKUX 32¢0018
TOB "JTOBPOBYT-JIKHUJIAB"

Medicines Quality Control Laboratory

LLC “DOBROBUT-LIKYIL.AB”

Yrpaia , 03153, ». Kwio, syn. Hoeropoa-Cieepcbxa, Bya.3, HexwInosi TpUMILLaHHA 82, 097-0300757

Bucnoeox wono scocri Ne 638-24 sin 15.05.2024

Hasss npenapary:

Pecerpanilinmii nosep:
Bupofiunnruo:
Homep cepii:

Posasip mapvif nin axol sigipane

IPAIOR;
 Tepatin npuitriocri:

Binibpano/enepmano oig:

Harea vaepaanim:
Bua konrpoaso!

AHI (MK, enenpdisani?),
siiuresiie Ao awef NPOBOAHTLEN

BAJIMICAP 160 zudne cx, BRPUTI 1111BKOBOIG 0boyonKkoI0, 0o 160 M1,
o 10 7abneTok y Gnictepi, no.3 Gaicrepu y kaprontif xopobui
638-24

Markneoae Papmachionsrane JHisives, ligais

EVC3230063

192

1072025

TorapueTso 3 adMeKemo Biatosizmiiono "MAKIOAC
GAPMACBIOTIRAII AIMITEN", Arrreunuii exnan Nel, m.Kiis,
oy O  onlyima, 37

19.04,2024

Hanpasnents TIEC wa naBopatopsinii anamniz (902)
MK po PIT Ne UAZ 16186701703

AR
Howstunn Busazie AL Penviomm
Otue Asoouyknl TaGreTin osannHoY Gopmr, BRPHTE IITRKDBOIO Bianopinae

Lnenndikantiz - BEPX

Lientidirartis - V-
cnerTpodrromerTpia
Cepeans naca
Posnanasurg

IiRicHE BHSHAMCHEH -
BLPX

Yiaronka

Mapgysanes

0BOAOUKOIO CIPO-GPAIKEEOTY KOALOPY, 3 THCHEHHAN "], 14™ 3
QAHOT ¢TOPOHN | raanki 3 ol

Hac y TPHMYBAIHS NIKA BUACAPTAHY 1A XPOMATOIPAMAK

Bianosigae

B}HE?UGyBﬂHOFO a CTaHIAPTHOTG pﬂfi‘lHIIiB, O‘i'PHMﬂI'iIlX T[[JI‘E
KINBRICHOMY BU3HAYEHH, NOBUHE CnisnasaTy

Y D-COeKTp NOMHHANHA BANPOBYREHOMD | CTAHABPTHOMD

Blasoniaae

POsHHHIB 0BT BisnwBInATH

S10.0 Mr+:- 5,
He Ginsmne 30 xannn

0% 3069 gr
Biiponimue

Ha tepstin npuaataocyi: s 152.0 a0 168.0 sy 136.7 mr
Bixmosinue

3ritne 3 susorasu MK
3I‘i;’11{0 3 BHMOrAMH JATHREDIGKOHOIO TERCTY M APKVBRIY

Bianosisac

BHCHOBKNA:

[Tepenipemnit spasok BATTMICAP 160 TaGaetsm, Bpiri IiBKoBoIO OBOIOHKDIO, 1O
160 ar, 1o 10 vaGnerox y Gaicrepi, no 3 Saienepu v apronuilt kopodid cepti
EVC5230008 sipobmuunrsa Maxneoac Gapyackomrane Jiaiteg, s sinesinae
siavorast MICSE 1o PIT Ne UAZ16186/01203 3 mancaesmaMu RITHE NOKASHUKAAK

F .

dvop AECHK




