JAEPXKABHA CIYIKEBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH v m. KHEBI
npos. Hunit Ceitanunol, 3. 02099, ven, (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Ko €APTIOY 370790535

BHCHOBOK
PO AKICTL BBE3eHOTo B YKRpaTuy AikapebKroro 3acofy

02.001.2024 Ne 24972472611

BAJMICAP 1

(HBTIMSIYDARIR JHKAPCLKOTO 3ac0By 3riAn0 3 pecorpaui iy ToCsLIMeHInIM)
Tabnerkn, sRpIrt uninkosor obosonroo, no 80/12,5 mr; no 10 radacrowx y 6nicrepi; no 3
Gaicrepu y Rapronuiii kopobui
HOPMA BHITYCRY. AOIYBRIINY, BHI BaKYLAIHA AKapcLKOTO 3ac0y)

Hosmep pecerpauifitoro nocsiaucaus UA/I7127/01/01 crpok aif peecrpauifinora nocnindens Heobsmekenni
Cepist nikapenkoro sacoly Ne KVIN23004A KitbKicTh BBEICHOD SKAPCHROTO sacody 9495

Bapoduuk Maxneone Gapmacniotixanc Jlimitea, Tnais
(HATMCHY BIITHR BHPOGHHEA ATKAPCLEOro 3aC00y, KPATHI HOXOUKCII)

Bseieno B Yrpaliy Tosapicrso 3 obaexenoto sianosinamuicrio "MAKJIEORC
OAPMACBLIOTIKAJNZ JIMITEN", inenr. wop: 37584108
(rdistertyRanins va ko 3a CAPTIOY jopuantsol ocoby alo npIsBHILE, 1MH, 00 SariReoi Qinne?
QCoBH - NIANPCMUS, T MICHE POXNBNIHA T4 PECCTRALinK HoMep OORIKONOT KAP TR AT THER
goarkis abo cepis Ta HoMEp NACOpTa)

Iporoxoa sisyanuuoro kowrpomo sia 02,01,2024 Xe 4220/7.
: 73
3n peaynnTatusMu ICPKAnHOro  KOHTPOMIO  BCTRHOBILHO, U0 ATRUPEHKIT saci® BBescuo B YRpainy 4
. . / :" -t
AOTPUMAHHIM BUMOr 3AKOHOMIBCTHI ULORO 3a0e3ne eHHR AROCTI myapcxmﬁx sacobin.
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NEPKABHA CIYXBA 3 JIKAPCHKUAX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haniy Caitanynot, 3, 02099, ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Ko CUAPTIOY 37079055

BUCHOBOK
npo aKicTL BBE3eHoro B Yrpainy Jgikapcebroro sacoby

27.12.2023 Ne 67628/23/26

BAJIMICAP H

(nadiMely ianng aikapenkoro sacoly ATIAN0 3 peCeTpAtiHN HOCBIICHIN)
Tabaerkin, BRPHTI INiBKOB010 060J0HKOK0, TTO 80/12,5 mr; o L0 rabnerory Gaicrepi; no 3
Guicrepu y xapronuiit xopoGud

((opMa BIFIYCRY, JOIVRIHIIR, BRI HRKYBRHHA HiKAPCLKOPO 3ac08Y)

Howmep pecerpaiiinoro nocsigienus UA/17127/01/01 erpox aif peccrpauiitnoro nocienns HeOBMeKEH 1

Cepin nikapevkoro sacofy Na EVN23004A KinbKicts saesenoro gikapeskoro sacady 180
Bupobiik Mascieone DapsacsroTrkaie Jlimiren, bitis

(HaRbsey Banng BUPOOHHKA SHKAPCOROTY saceBy, kpatiia noxomren)

Baeseno B Yrpaiiy Topapucrao 3 00MEKCHOIO pianosimaabiicro "MAKJIEOGAC
GAPMACBIOTIXANZ JUMITEL", inenr, kou: 37554108
(HafiMenyBalRa T4 KO3 CJIPNI0Y oprananot ocobu abo npizorwe, in'x, no G LROR
{inusnio? peobi - niAnpnemia, T MiGLE NPOXHBAIGEL T8 PECCTPRILFHHT nOMED oG nikGHT
RUPTRY FIAATHHREY FI0AXT win ab0o CCpiH T3 HoMED m\(:rmp’r:;\‘)

TpoTOKOH RITYAABLHOTO KONTROJIO BiA 10.11.2023 xe 3524/11.
HaGopatopruii ananis AkocTi siKapebkoro jacody aailicHeuni:

JUT "Henrpanpia haboparopis 3 ARy IKOCTI NIKaAPCHKHEX 3aco8in i Mepranol poiy kit
(M.Kuis, Byst. Kynpascnya 10r M. Kuis, Byt Kyupsscbra 813 Kuisobka obnacth, ¢. Hopl

Terpisui, Byn. Isana dparika, 19) — —
{HAlIMEHY B 13 MICHSHRINOIOREHIN AafOpaTapIY, WO AposLad ApBopaTopHMi Akl axoeri)

BHCHOBOK W00 AKOCTE HIKAPehroro 3aco0y, sHuaiil paboparopicio sin 27, 12.2023 Ne 2427
Peaynurari 1abOPATOPHOTO ananizy sikoCTi AIKAPLLKATo 3acoGy 58 ACPRRIPEHHAY TOKE3HIKAMH BRIAVIOBLARIOTL
BHMOEAM MCTOMID KOWTPOAIO AKOCT] (Braniriy HO-HOPMETHBHOT sokyMerrauil). )

Ja  pesynLTRTAMM  AePRARIere KOHTPOIIO  BOTRHOBACHO, 1O aikapeeiiit  3aci preseno & Yepalay 3

JOTPHMR HH M Ao dgoeaane Tl WOR0 safeaneueiii SKoeTi sikapepix sacofin,
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; 3\3,&.&:0&5 mb}«}\t\

/ / P
e g

Hanans S o [ 4/) Muxona X(‘)HO[[I HEO
T l5: i G G, o )




4
e

A

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

1. Name of

Valmisar H DNFPS23001536 | 2. Manufacturer
Product (Valsartan 80 mg, C‘(;]l:tlt:f urer India
Hydrochlorothiazide ’ y
12,5 mg, tablets)
Halsenysaunst | Banmicap H Date: Aepseasa-apodnur | Inais
aposyKruii, {Bascapran 80 mr, 22/09/2023
Vinpoxaoporiaziia | Jara:
12,5 miv, Tadoerkn) | 22,092

3 I"'ii(ééi}étx;z\ti()lx
Certificate No
pecerpaniinoroe
HoCBieHIs

4. | Strength/potency of
the medicinal
_Lproduct
Cuna qiv/
AKTHBHICTH
Jirapenkoro zacoby

A

80 mg/12,5 mg

80 mr/12,5 mv

5. | Dosage Form Film coated tablets 80 mg/12,5 mg 6 | Pack Size ..\9. 5'(5~()f\‘,\.5-)
g in blisters
in carton b
Jlixapebxa Tatnericn, BrRpuTi HAIBKOBOI Posmip i THR N, 30 (1oxd)
dhopma 0G0a0HIKOW, 110 80 Mr/12,8 mr YHAKOBKH y Baicrepax
) ' Y RapTOHHIN
B YHAKOBHI
7. 8. | Date of
T EVN23004A Manufacturing 08/2023
Homep cepif , Hara supoGuuirsa
Bateh Size 291 690 tablets (9 720 packs) 9. | Date of Expiry
Pos 291 600 Taderox (9 720 yuaoBox) Hara saindenust {7/2025

TepMIHY IIPHAATHOCTI

10. | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited ' i
Unit-I1, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 |
& 30, Survey No. 366, Premier Industrind
Estate, Kachigam, Damaun, 396210, India.
Mfo, Lic. Ne DD/375, No DI}/376,

Haiimenysanus, MiCHe3HAXOMUREHHST TA HOMepH Jinensii
BeIX ALIHHOK 110 BUPOOHUITBY | KOHTPOJO AKOCTI

Maxueojic @apmacsrornranc JhHsivrea

haza 11, Tlaor Ne 12, 15, 21, 23, 24, 25, 20,
27, 28 i 30, Cwopseii No 366, Ilpem’ep
Tupacrpian  Ierelir, Kaunram, Jaman,
396210, Tupis.

BupoGunua minensin Ne DD/375, No D/376

11. | GMP Certificates No / Date

069/2021/GMP_ Valid G1113.07.2023

Ceprudikati sianopiguocti GMP nas peix giastior 1o
BEHPOSHULTBY | KOHTPOMO stkocTi abo (Hpi nasBUOCTI)
noxepi nocnaans B 6asi gannx Eudra GMP

1

069202 1/GMP _€rpok hii or 13.07.2023

12. | Result of Analysis/ PesyabraTil UPOBEKCH S alaizy

MACLEODS Regy. Office :
PHARMACEUTICALS  Adanta Aveade, Church Road,
LIMITED

Phone : 91.22-6676-2800
fax 1912229256599
Near Leela Hotel, Andheri-Kurla Road,  Email : customereareZBmacieodspharma.com Tehsil Baddi, Distt, Solan
Andheri (fast), Mumbai<400 039, India

CIN

Website; wwwanacleodspharmacom
: E24239METORGYLCOS20:49

Works-—
Yillage Theda, P.O. Lodhimajis

(L) PT4101, lndlia,
Phone: 01795236137, 38




BT

Sr. No.| Tests Specifications Results
No w/n | HMokasuuru Crenudikanis PezyabraT
1. Description Light orange, oval shaped, biconvex, film  Light  orange, oval shaped,
coated tablets debossed with “L16” on one | biconvex, film coated tablets
side and plain on other side. debossed with “L16" on one side
and plain on other side,
Oune Hooonyrai  rabnervu  opaasuoi  gopmu, | Asoonyrui  Tabaerky  opaannof
pRpuTi  wAiBReBe  060A0HKROI0  cBiTAO- | dopmy, BrpHT UHIBKOBOIO
NOMAPAHUYEBOTO  KOALOPY, 3 THCHCHHAM | 000J0HK00 enivHo-
«L16» 3 oanoro Sowxy it raaki 3 JRIOro | HOMAapPAHYEBOIO KOIHOPY, 3
oxy. Trcaenngm «L10» 3 oanoro Oory i
LAAARI 3 iHmoro oy,

ldentification The Ry value of the Valsartan and | Complies
Hydrochlorothiazide spots obtained from
the sample preparation should correspond
to that of the Valsartan  and
Hydrochlorothiazide  spots respective
obtained from the standard preparation,
The retention time of the Valsartan and | Complies
Hydrochlorothiazide  peaks  in the
chromatogram of the sample preparation
should correspond to that of the Valsartan
and Hydrochiorothiazide peaks respective
in the chromatogram of the standard
preparation, as obtained in the “Assay”.

Irou oxide A blue eolour precipitateshould form, Complies
Titavium A vellowish orange colour should develop | Complies
1 dioxide immediately, ‘ '
[nenrndikanis Tlastmu pascaprasa i ripoxaopoTiasnny ua | Bianosinae

LPOMATOrpaAMI BHHPODYBAHOrO PO3vANRY 33
suavenissy RE popunui signosigarn
wasiMaM  Bagcapraua i rigpoxsoporiazury
_HA XPOMATOrPAMI CTANAAPTHOTO PO3IHNY, -
Yae yrpamysauns nikis sajgcaprana i | Bignosizac i
" ripoxioporiasry  Ha  XPOMATOIPAMAX
BHOPOOYBAHOIC 1 CTAHJRPTHOIO PO3TIHIB,
OFPHMANHY. HPH RIALKICHOMY BH3HAYCHAIL,
2 3firaruest, '

3aniza oKCHK Y rBOPCHHS 0CRILY CHHBOCO KGJIBLODY. Binnosinae
| Turany iunokenp | Hlossa nomapaygsieso-skonToro | Biamosinae
S sabapsaenns,
3 Disintegration Not more than 3¢ min 00 minutes 29 seconds
Time , B )
| Posnapanun He Binvine 30 xu . 00 xpuaun 29 ¢ YL .
4. Pissolution ‘Not less than 80 % (Q) of lubeled amount of | 1)95; 2)96, 3)96,
| Valsartan in 30 min 4)96; 8)95; 6)95° .
Not less than 80 % (Q) of labeled amount of | 1)94;2)95; 3)9}}w e ,
e Hydrochlorothiazide in 30 min 4)95; ;3)29‘“;;,()'")}3‘4" S
g
MACLEQODS Regd, Office : Phone :91-22-6676-2800 1/ Works
PHARMACEUTICALS  Atlanta Avcade, Church Road, Fax  :91.22-2925-65% v Village Theda, P.O. Lodhimajia
LIMITED Near Leela Hotel, Andheri-Kurda Road,  Email : customercare@macleodspharmacom  Tehsil Baddi, Distt. Solan

Andheri (East), Mumbai<400 089, India.  Website: wwwanacleodspharmagom (FLP.) 174101, India
' CIN ¢ U24239MH 98917 052049 Phone: 11793-236137,38




AT

} Po3winenns He wstemmme 8§0% () sin  sasisaensi | 1)95; 2)96; 3)96;
kinbroceri Bagcaprana 3a 30 xsuwmniy 4)96; 5)95; 6)98
He smemn 80% (Q) sig sassaenol winsroceri | 1)94; 2)95; 3)94;
Finpoxaoporiazuna 3a 30 xeuann 4)95; 5)94; 6)93
> Uniformity of Valsartan
Dosage Units Acceptance value (AV) - Less than oy equal | 2.7
i to 158.0.
Hydrochlorothinzide 2.7
Acceptance value (AV) ~ Less thau or equal
to 15.0,
OnsopinuicTs Baneapran
JOBOBAHIX Mpuitvanaeue voeno (AY) - smenme abo | 2,7
OAHHIILD popisnioe 15,0,
UinpoxsopoTiasug
Npuiivaasae uneao (AY) - memne abo | 2,7
nopisimoc 15,0. i
6. Organic At I‘GI'L'(IS'L'.‘ o
Ilnpui'ities Benzothiadiazine related compound A
-~ Not more than 0,5% 0.08%
Any other individual impurity (excluding
Valsartan rvelated compound A)
- Not more than 0,15 % 0.03%
! Total impurities (excluding Valsartan
1 related compound A) — Not more than 1,0
: Yo ' ' 0.14%
During shetf life:
Benzothiadiazine related compound A
— Nat more than 1,6 %
Any other individual impurity (excluding
Valsartan related compound A) — Not more
than 0,2 %
Total impurities (excluding Valsartan
related compound A) ~ Not more than 1,3
()0
Oprauivui Hpu gunyesy:
JOMILIRH Bemsorimgiasing gomiika A - ve Dinbiie ,
0,5% A 0.08%
Byab-ari  immi jgostimwks (32 BHHSITKOM
pajgeaprana gomimkn A} - ue Siswe
0,15% 0.03%
Cyma goMilnor (3a BUASITROM BAjicapTang
nomimrn A) - ne Gisne 1,0%
0.14%
s mepsiny npudamnocni:
Beéusoriagiasina pomitnka A~ ne Ginpie P
1,0%
Byab-uigi immi gomimky (32 BHISITKOM
MACLEODS Regd. Office : Phone : 91-22-66762860) an ) )
PHARMACEUTICALS  Atlanta Arcade, Church Road, Fax 1 91-22-29256599 / - Viltage fl’})cd;\."]/".(:).l,()dhimz'ljl*ii
LIMITED - Near Leels Hoiel, Andheri-Kurla Road,  Enwail  customercare@macleodspharmacom Tefisit Badi; Distt. Solan
Andheri (Fast), Mumbai-400 059, Indin. - Website: www,maclemdspharmacon (HLP) 174101, India,

CIN 1 U24239ME 989 PLCOS2049 Phone: 017953236137, 38
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absent

pracaprTana jomimrn A) - we Hlasme 0,2%
Cyma gominior (32 BHHATKOM Bajgcaprasa
aomimkn A) - ge 6lanie 1,3%
7. Assay At release:
Valsartan
trom 70,0 to 84,8 my m’ Valsartan per | 80.77 mg
tablet (95,0% ~ 105,06 % of label claim) 1010 %
Hydrochlorothiazide
From 11,875  to (3,125 mg of | 12,480 mg
Hydrochlorothiazide per tablet 99.8 %
{95,0% - 105,68 %% cf label cluim)
Datring shelf life:
Yalsartan
! From 72,0 to 88,0 mg Valsartan per tablet
(90,0 % 110,0 % of label claim)
i Hydrochlorothiazide
From 11,250 to 13,750 mg
Hydrochlorothiazide per tablet
o (99,0% - 110,0 % of fabel claim)
Kinnkicie Hpu grnyery:
BIBHAYCHHS) Bastcapras.
h Bia 76,0 o 84,0 mr Ba geaprany B radyerni | 80,77 mr
‘ ! (95,0% - 105,0% Bin 3ans: wum hmm\oc Ti) 101,0 %
| ' r ipoxiaoporiasyi. :
Bia 11,875 no 13,125 mr rigpoxaoporiasuny | 12,480 mr
5rabiernd
; (95,0% - 105,0% sig 3aasnenof kinwikoeri) 99,8 Y
s mepainy aproammocini:
Bascapran,
Bin 72,0 a0 88,0 sty Banicaprany 8 Tadnerui
(90,0% - 110, (% via sasnacnol kiabxocri)
FigpoxsiopoTiasun, B
Bin 11,250 zo 13, 7:;0 MrI xuxpowoptrrmzlmv
8 rabaerd
. (90,0% - 110, ()% Bij msxmlcu(‘x RLLROCTI)
8. Mlcmhmluum | In drug is allowed:
purity® Total aerobic micrebial count (FAMC)
- Not more than 10’ cfu/y; Not Applicable
Fotal com bined moim and yeast (TYMC) o
— Not more thau 10% cfivy; Not Applicable
Escherichiu coli in 1 g of drug should be Not Applicable

MACLEODS Regd, Office : Phone : 91.22-6676-2800
PHARMACEUTICALS  Adants Areade, Choveb Roud, Fax 912229250599 \
LIMITED Near Leely Hotel, Andhori-Kmia Road,  Emadl : costomercare@macioodspharmacom ™ TEH

Andheri (1 ,.M).’\lunm‘n A ()(h,\,h‘rl,l

Websin wwwanacleodsphomucom

CIN UZASONTIOSOP L 032049

(FLP) 1746, India,
Phone; 6179523613738
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HHHEHTH I

Mixpobiosorisna | ¥ upenapari jlonyekacrnes
quevora® 32TaJIbHe YHEH0 aepodriy Mikpoopranizsmin
o (TAMC) - ne Ginsine 10° KYO /1y fle 3acrocosauno
FATANBRE YMEI0 JAPIFUROBHY | DBIISBHY
epubis (TYMC) - ne Gissure LPKYOQ /¢ He 3acrocosano
He noovexaerses Esclierichincofin v He 3acrocosaio
npemapary,

9,

Comments
(if any)

* Naf a reutine test for batch release eriteria. Test to be per rlornied on |
batehes and every tenth bateh or first batch nf every year.

¢ Koveurapl (npu

HASTEHOTT),

Teer ne e PYTHIHM IO BHIPORY C(‘})ll Teer NPOBOANTLER H‘Hxnl. l 3
HOPIHH IPLOX HPOMPCIOBUX CQ‘NII, A4 NoTiv #a wownii 10-it co ])h, e ne pi;mic
OJIHOT0 DAa3y ik plk. SHKEHO e e o0yaroBaeno IR JORY MCTastl

18

Application  for
Certification

3aasa npo
cepridixanito,

«! heveby certify that the above information is true and accurate, This series ¢

products have been produced (including packaging / labeling) and condueted |
quality control on the above mentioned stations in full compliance with the

throe

b e

requirements of GMP, set by the local regulatory authority,and. in aceoydance |

with the specifications contained in the registration dossier or trade hwnso ()i the |

country of the manufacturer or importing country if the pmduds nnpmud or

tile specifications in preparation for the investigational produet.” Minutes of |
| production, packaging and testing were reviewed and the correspondence GMPy. i

«Lluy 51 MATBEPAIRYIO, 100 HABCACHA BALIC IHGOPMAILS € ACCTOBIPHOIO | FOaI0.

[fi0 u*puo npmvmm dyno BnpofSJxoxm (m«.motm()tm YUAKOBRY [ MApRYBanusi) i
NPOBCICKS ROBTPGIL 11, SKOCTI Ba  BHIMe 3asuaucHiil Jiasmu B noBuil |
.r;siim(mi,zmoqu 3 mmorami GMP, BCTAROBJICHAMN MICUCBIM  PETYIAFTOPHIN |

OPFAHOM, a4 TARMK Y sinosisoeri i eneungiranismn, wo sicrsries o
pecerpaniiinosy poene ado B pecerpaniiinomy nocsinuenut kpaind-supodiaara,

afo 1\[)(1]!“1 l‘uIil)pICl)d, SIKIILO ﬂp()]:!yvklllﬂ l\lﬂO[)TOBdM«L Rit B J0ULC

cienudiraiiii - B UPLHAPAT  AAN JOCAULKYBAROTG  iKApELROD - 1acody.

ﬂpoxmcmm BRPUOHHITEA,  YIAKOBRY Ta 'umm”sm Oyao  geperasuyro il

BCTAHOBAEHO M Bl[l‘lOBlAHOLU QO BHM()I GiVIP»

il

‘Name and position /
Tpissmig ra voeana / 3panus ocoi, stiica BIAAA A03BLI 1A BIIYCK cepil,

title of the peyson issuing the permit issue series / -

" Prepared by/ITinrerosueno . Checked by/lepesipeno Appxovul bv/ 3 mq),x,s\um )
1010894 , _ H001422 18
Sachi Dnyandev Dhunml Jignesh Kum";:t:;“e\h Chandra Rahul Motilal Bari
21092023 3513 | 21.09.2023 16:48 22.09.2013 01328

This is eleetronically generat
 Copradirar e 2HEPOBABO AWTOMATHIHA T8 MU e HoTpidHuiL.

ed wcpnrt henu* kwmmu‘ is nm rcqulreu.

MACLEODS

PHARMACEUTICALS Y Adunta Aveade, Church R()dd Fax  191-22292565%

LIMITED

Regd, Office:

NearLecla d

Plhione :91-22-66762800 7 kas
Vll!';gc ihe 14, P O, Lodhinejia

Totel, Andheri-Ruds Rowd,  Emait : customercareimacleodspliarmacom  Tehsil Baddi, Distt. Sola

- Ancdher (Fost), Mumbai-HK) 0%, Iadin, Website: wanvamacleadspharmacom (FLP) 174101, India.

CIX 1 UZAMHTINROPLCO52049 ~ Phone: 01795-23613%, 38




