JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

01.12.2025 Ne 58899/25/10

EKC®OPXK H

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/1eTKH, BKPHTI INIIBKOBOIO 000/10HK010, 110 5 Mr/160 mMr/12,5 Mr o 14 TabJerok y 6Jicrepi;
no 1 6JicTepy B KapToHHiH KopoOLi

(thopma BHIIYCKY, JNO3YBaHHS, BHJI IAKYBAHHA Jlikapcekoro 3acoy)

Howmep peecrpariitoro nocsiguenns UA/12679/01/03 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3aco6y Ne TMRT3 Kinskicts BBe3eHoro sikapeskoro 3acoby 120
BupoGuux Hogapric ®apma C.iL.A., Itams
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimeHyBanHs Ta koj 3a €/[PTIOY ropuanuanoi ocobu abo npiseuie, iM'a, mo OarbkoBi (izmaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 26.11.2025 Ne 3693/21.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/RS =
i A ¥ ~5 3 —
B.o. ngvamsiKa iy xou - Onera EPLOMEHKO
(”'.:J"'f‘i‘g“i penGa o (nipnuc) (initjanm Ta npissuie)

KYMir

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



®opma: Bepcia:

N 5;‘} ’X}f' ;ﬁ\ %z’g i % - Ceprudikat cepii FN3: 731744, 03012025-25.3

Ceprudikar cepii [13 CATM MocunanHs Homep: IT100200308771
BugaHo: |

HosaprTic ®apma C.n.A.

sysi. Mposikviane Ckito 131, 80058 m.Toppe AHHyHLmaTa (npoBiHLii Heanone), ITania

CEPTUGIKAT BIANOBIAHOCTI CEPII

Toprosa Hassa Jlikapckkoro 3acoby:

EKCOOPX H
PeccTpauiithe nocsinueHHs Ne: Ne marepiany 3. Kpaina imnoprep:
UA/M2679/01/03 731744 Ykpaina

SIKiCHMI Ta KinbKiCHUA CKNaa: , ,
Amnoauniny 6ecunar 6,94 mr (exs. Amnop.urlmy 5 MI'), BancapTaH 160 Mr,
Mapoxnopotiasua 12,5 Mr

Nikapcobka dopma:

TabneTku, BKpUTi NIIiBKOBOIO OOOSIOHKOIO 1O 5 mr/160 mr/12,5 mr

Bug i po3mip ynakoBku: :
Mo 14 Tabnerok y Gnictepi; no 1 6ricTepy y kopobui

No cepii Ha ynakoBui:  BuyTpiwHii Ne cepii:  Bunyuiena KinbKicTb (yn):
TMRT3 TMRT3 1008
Hara supoGHuuTEa: CTpOK NpMAaTHOCTI Ha ynakosLi:
04-EP-2025 TPA-2027
,vaycx cepn L i e o Anpeca
Hosapric ®apma C.n. A Byn. MposiHyiane CkiTo 131 80058 M. Toppe :

AuHyHUmaTa (nposiHuil Heanonb), Itania
Bupo6Huua nitensia Ne: AM - 155/2024

IR oo o &
Cropinus T2 o
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NOVARTIS

Ceptudikar cepii M3 CAM MocunaxHsa Homep:

dopma: Bepcis:

Ceptudikar cepii [N3:

Bupato: -
Hosaprtic ®apma C.nA. |

Byn. MposiKviane Ckito 131, 80058 M. Toppe AHHyHUMAaTa (MPOBIHLi Heanons), Itanis

' BupobHuuTeo HepoadacosaHoro npoaykTy:

HosapTic ®apma C.n.A.

lMepBuHHE nakysaHHA:
Hosaprtic ®apma C.n.A.

- BTOPUHHE NaKkyBaHHs:

Hosapric ®apma C.n.A.

Agpeca:

Byn. Mpoginuiane Ckito 131, 80058 m.Toppe
AHHyHumara (nposinuii Heanone), lranis

Appeca:

Byn. Mposixuiane Ckito 131, 80058 m.Toppe
AHHyHunata (npoBiHuii Heanone), Itanis

Anpeca:
Byn. lposiHuiane Ckito 131, 80058 m.Toppe

731744. 03012025-25.3 -
1T100200308771

AHHyHuMarta (npoBiHuii Heanone), lranis

KomenTapi:

MNia vac supobHMLTBA Ta NakyBaHHSA He Byno BUABNEHO BiAXUNEHb, LLO MOMN
BRSIUHYTU Ha BUNYCK NPOAYKTY

+

Mig yac BupoBGHULTBA Ta NakyBaHHS 6yno BUSBNEHO HACTYMHI BigXWUIEHHS,
AWB. HWKYe (Homepy peecTpallil BIXUMEHb B eNeKTPOHHiIl cucremi):

He 3acTocosHo

Bigxnnenns Ne (AQWA):

MNonoxeHHs npo cepTudpikattiro:

Uum s sacsiguylo, Wo HasedeHa BuLle iHopmaLis ¢ A0CTOBIpPHOI Ta TouHow. Lilo cepito npoaykuii Gyno
BWPoBneHo, BKAOYHO 3 NakyBaHHAM/MapKyBaHHAM KOHTPONEM AKOCTI Ha BULLE3a3HAYEHIN(MX) 4iNbHULI(X)
y noBHin BignosigHocTi 3 Bumoramn GMP micuesux PerynaTopHux opraHis, a Takox BiAMOBIAHO A0 :
cneumndikauiii y peectpauiiiHomy AoCbe kpaiu-imnopTepa, abo y AOCbE cneuudikalid Ha npenapaT Ans
AOCNiAXYyBaHOro nikapcekoro 3acoGy. MpoTokonu BUpoSHUYTEE, nakyesaHHs Ta aHanisis 6yno nepernaHyto
Ta BCTAHOBNEHa iX BigNoBigHicTs GMP. ‘

HaTta Bunycky cepii:
27-YEP-2025

Bunyck cepil aarsepaxkeHo: Im

YnosHoBaxeHa Ocoba Alida Sorrentino

Mignwuc: <enlekmporHull nidnuc: 06.10.2025 11:37:00 +02'00">
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dopma: Bepcla:

N {*} ‘ivf 1,3\ %}J\“’E“ E QS Ceprvcpikat cepii MN3: 731744, 03012026-25.3 ©

ol M AR Ceptudikar cepii 13 CAMN MocunanHs Homep: 17100200308771
Bupgaxo:

Hoeaprtic ®apma C.n.A.
Byn. Mposikviane Ckivo 131, 80058 m.Toppe AHHYHUMaTa (nposirLi Heanone), Itanis

CEPTUDIKAT AHATI3Y

Jlikapcbkuit 3aci6:

EKC®OPX H, TabneTkun, BKpUTi NniBKkoBOO 0G0onoHKo no 5 mr/160 mr/12,5 mr

Ne cepii Ha ynakoByi:  Ne martepiany in Ne cepil in bulk:  [lata Bupobruursa: Crpok
Cbulke o ~_npupartHocTi:

TMRT3 865036 TMML4 04-YEP-2025 TPA-2027

Tecr E ) Bumoru © PesynnTartu

Onuc

30BHIWHIA BATNAA METOAOM OBsanbhi, AsoskoBunykni Tabnetxu, BKpUTI NNiBKOBOKW 0BONOHKOKW Bignogipae
Bi3yanbHOro ornsay 6inoro KONbOPY, 3i CKOWEHNMU KPaaMHK, 3 BIATUCKOM "NVR" Ha oaHi#

cropoki Tabnetku Ta "VCL" Ha ixwii CTOPOHI
Nosxura MNpubnuano 15 mm Bignosigae
WupuHa NpubnunsHo 5,9 MM Bignosigae

InenTudikayia
deHmucpixayis memodom TLUIX:
+ BancapraH Bignosipae cTaHAapTy Bignosigae

+ [igpoxnopotiaang Bignosigae craHaapty Bignosigae

¢ AMnoaunis Bignosipae craHaapTy Bignoeigae

ldenmutpixauis memodom BEPX:

s+ BancapraH BlAnoamae CTaH[lapTy “““““ “‘é.‘i”L‘L‘I:I“O’BiAae

« TigpoxnopoTiasng » Bianosipae cranaapry Bignosigae

: Amnownm LA '"'Bignoéigééncfaﬁﬁ'ap'ry . VSR — WB'ig‘nd'ai;';ae
*IbeHmudniKadin k6apeHuKis«“ ' A / o ' k o »

KonLopoea peaxyis:
e 3anis *He TecTysanoch

Heratusxa

¢ TutaH *He TectyBanock

Po3unHeHHA meTogom BEPX:
o BancapmaH He meHiue 80 % (3HayeHHs Q) Bia 3asBNEHOTO smicty 3a 30 xaunun, ~ Bignosiaae
BiANOBIAHO AC KPUTEPIiB npuiHaTHOCTi Tabnuui 1 €8p. ®., dapm.
CLUIA abo ®. SAnowii (Tinbku Ans piexie 1i2)

e [idpoxnopomia3ud He meHwe 80 % (3HaueHHs Q) Big 3asBNeHOro BMicTy 3a 30 xBunuH, | Bignosipae
BiANOBIAHO A0 KpUTEpIiB NPUAHATHOCTI tabnuui 1 €sp. ¢., ®apm.

CLLA abo ®. AnoHii (tinbkv ana piexis 1i2)

o Amnodunin He meHwe 75 % (3HaueHHs Q) Big 38ABNEHOT0 gmicty 3a 30 xsunuy, ~ Bipnosigae
BiANOBIAHO A0 KpUTepiiB npuitHaTHocTi Tabnuui 1 €8p. ®., dapm.
CUA abo ®. Anowii (Tinbku Ans pisris 112)

Cropinka 32 8




dopma: Bepcin:

‘ A DT . Ceprucikar cepif [N3: 731744, 03012025-25.3
N {}\ A E{ f E S Ceprudikar cepii N3 CAM MocunaxHs Homep: 7100200308771
Buaano:

Hosapric dapma C.n.A.
Byn. Mposixdiane Ckito 131, 80058 M. Toppe AHHyHUMaTa (nposiHUii Heanonb), Itanis

CEPTU®DIKAT AHANI3Y

Nikapcbkuit 3aci6:

EKC®OPX H, TabneTku, BKpUTi NniBkoBoto 060noHKo0 no 5 mr/160 mr/1 2,5 mr

Ne cepii Ha ynakoBui: - Ne matepiany  Ne cepii in bulk: Hara sBupobHuurea: Crpox
A e e s in bulk: e, TIDMAATHOCTI
TMRT3 865036 TMML4 04-4YEP-2025 TPA-2027
TecT Bumoruy PeaynbTaru
Bowww
Boaa He Ginbuwe 4,5 % 21 %

[pogyxTu perpapauii 3 poapaxyHky sig
3asBNEHOro BMICTY Bancaprany Mmetogom
BEPX

CreyudikosaHi, igeHTudikosani:
¢ Tpoaykr rigponisy sancaprany He 6inbwe 0,2 % <0,1%

e Koxnuit cneyudikosannii, He 6insbwe 0,2 % <0,1%
HeifeHTudikosanui

MpoaykTu perpapauii 3 poapaxyHky eig
3ansnieHoro emicty ligpoxnoporiaavgy
meTtogoMm BEPX

CneundikosaHi, igeHTudikosani:
¢ SU5683 He binbwe 0,4 % <0,1%

¢ Koxnuit cneyndikosanui, He Ginvwe 0,2 % <0,1%
HeifeHTudiKoBaHmUi

MpoaykTu aerpagauii 3 pospaxyHky Big
3anBMEHOro BMICTY AMNOAMNIHY METOAOM

BEPX
Cneuudikosai, ipeHTudikosani:
¢ [Jomiwka D He 6inbwe 0,5 % 0,1%
o Koxuuit chneumpixoaanuﬁ, npoaykt He binbwe 0,2 % <0,1%
Aerpapauii
e Cyma npoaykris gerpagauji He Ginbwe 1,0 % 0,1%

**MikpoGionoriyna yuctota
{MeTo4 npamoro nocisy)

e 3arantHe yucno aepobrux He Ginbwe 103KYO/r **He TecTyBanocs
mikpoopraHismis (TAMC)

¢ 3aranbHe YNCRO APIKAXOBUX i He Ginbwe 102KYO/r **He rectyBanock
nnicHssux rpubis (TYMC)

o Cneuudiyni Mikpoopraniamu: BigcyTHicte B 1 1 **He Tectysanocs

Cropintua 43 &




®dopma: Bepcis:

N ,{W'} ‘%v’ j'ﬁg_ %’{ g"’ i &? Ceprvcbixar cepii [N3: 731744. 03012025-25.3
e e CepTudikar cepii 113 CAM MocunakHs HoMep: 1T100200308771
Bupano:

Hosapric ®apma C.n.A.
syn. Mposikuiane Ckito 131, 80058 m.Toppe AHHyHUWaTa (nposiHLi Heanonb), ITanis

CEPTUDIKAT AHATNI3Y

Nikapcbkui 3acit: » : , ;
EKC®OPX H, TabneTku, BKPUTi NAiBKOBOIO oGonouxoro no 5 Mrl1 60 mr/12,5 mr "

Ne cepii Ha ynakosui: Ne marepiany Ne cepil in bulk: Nara supobruursa: Crpox
o nbulK e s ... ‘puparHocri:
TMRT3 865036 TMMLA4 04-4YEP-2025 TPA-2027

KI]’IbKICHe BM3H3‘IEH Hﬁ

O0dHopidHicmb 00308aHUX oduuuub 3a
odHopidHicmio emicmy memodom BEPX:

e« Bancapras Blp.nosmae BUMOTram SBp CDapM <DapM CLWA i dapm. Bignosiaae
Anowii

o Tippoxnoporiasua Bignoeigae sumoram €sp. dapm., ®apm. CLA i dapm. Bignosipae
ﬂnoml

o AMNOAMNIK anoemae suMoram eap <DapM tDapM Cu.lA i tDapM. Bianosigae

AnoHii

KinbkicHe eusHayenHa BEPX:
100,8 %

. BancapTaH 95,0 % - 105 0 % Bia 3a8BNEHOTO BMIC
. Flp.poxnoponasun 95,0 % - 105,0 % Bifl 3aABNEHOTO BMICTY
o AMNOAMNIH 95,0 % - 105,0 % 8ig 3asBNEHOr0 BMICTY

* He PyTMHHWiA TecT. BUnpoGyBaHHA NpOBOAATH AVILE 33 3@NMTOM, OfHAK HE MEHLe HiX OjHa cepia nosuHHa ByTu sunpoByBaKa B KOXHOMY -
Kanen.qapuomy poui, B ;u(omy BVIp06HEHO nponyk'r.

**He PYTWHHUIA TecT. BunpoGyBaHHA NPOBOAATL Ha 5-TW NOCMIAOBHWX NPOMWCNOBUX CEpifX. SIKIIO pesyneTaTi BiANOBIAAIOTL BUMOram, yactora |
aunpoSyBaHb Moxe YT 3MeHLIeHa A0 KkoXHOT 10T cepii. LioHaiMeHLe OaHa Cepisi NOBUHHA NPOXOAWTU BUNPOBYBaHHA B KOXHOMY KaneHaapHoMy -

oLy, B AKOMY BUPOBNEHO NPOAYKT.

Cropinka 83 &







Form: Version: -

NOVARTI 5 FDF Batch certficate: 731744.03012025-25.3 |
' T T FDF Batch cerlificate SAP Ref. number: IT100200308771
Issued by:

Novartis Farma S.p.A. -
Via Provinciale Schito 131, 80058 Torre Annunziata (NA), ltaly

BATCH CERTIFICATE OF CONFORMITY

Trade Name of Medicinal Product:

EXFORGE H
Marketing Authorization Ne: _ FDF Material Ne: Importing Country:
UA/12679/01/03 731744 Ukraine
Strength/Potency:

Amlodipine besilate 6,94 mg (eq Amlodlpme 5 mg), Valsartan 160 mg, Hydrochlorothlaznde
12,5 mg ;

Dosage Form:
Film coated tablets 5 mg/160 mg/12.5 mg

Package Type and Content:
14 tablets in blister, 1 blister in carton

Printed Batch Ne: ~_Internal Batch Ne: Released Quantity (packs): ;:
TMRT3 TMRT3 : 1008
ManufacturingDate: ~ Printed Expiry Date:

04-JUN-2025 MAY-2027
Batch Releasing Site: ¥ ~ Address: ,
Novartis Farma S.p.A. Via Provinciale Schlto 131 80058 Torre

Annunziata (NA), Italy
Manufacturing License Ne: AM - 155/2024

Page 1ot B




TR

Bulk manufacturer:

Novartis Farma S.p.A.

Primary packager:

Novartis Farma S.p.A.

Secondary packager:

Novartis Farma S.p.A.

NOVARTIS

Form: Version:

FDF Batch certificate: 731744.03012025-25.3
FDF Batch certificate SAP Ref. number: IT100200308771 |
Issued by: |

Novartis Farma S.p.A. i
Via Provinciale Schito 131, 80058 Torre Annunziata (NA), Italy

Address:

Via Provinciale Schito 131, 80058 Torre
Annunziata (NA), Italy

~Address:

Via Provinciale Schito 131, 80058 Torre
Annunziata (NA), Italy

Address:
Via Provinciale Schito 131, 80058 Torre

~Annunziata (NA), Italy

Comments:

During the course of manufacturing and packaging there were no deviations,

+ that may influence the release of the product.

During the course of manufacturing and packaging the following deviations were :
reported, see below (deviation reference Ne in electronic system): :

Deviation Ne (AQWA):  Not applicable

Certification statement:

I hereby certify that the above information is authentic and accurate. This batch of product has been .
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full -
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal -
Products. The batch processing, packaging and analysis records were reviewed and found to be in '
compliance with GMP.

Date of Batch Release:

27-JUN-2025
‘Batch release authorized by: - Name:

ifi 1 s Digitally signed by Sorrentino Alida

Qualified (Authorized) Person S orrenting  aensemminone
ou=TO, seralNumber=1584853,
S’ AI .d ;n:Sorre'nlino Alida nis 4

. eason: | am approving this document

'gn ature: I a Date: 2025.10.06 11:37:00 +02'00"

Page 2ot 8




Form: Version: |

R ficate: 5
NOVARTIS FDF Batch certficate: 731744.03012025:25.3
FDF Batch certificate SAP Ref. number: 1T100200308771

Issued by:

Novartis Farma S.p.A.
Via Provinciale Schito 131, 80058 Torre Annunziata (NA), italy

CERTIFICATE OF ANALYSIS

Medicinal Product:
EXFORGE H, film coated tablets 5 mg/160 mg/12.5 mg
Printed Batch Ne: Bulk Material Ne: Bulk Batch Ne: Manufacturing Date: Expiry Date:

TMRT3 865036 TMML4 04-JUN-2025 MAY-2027
Test Requirements Results
Descrlptlon

Appearance by v;sual |nspectton Ovaloid, biconvex, ﬂIm coated tablets wh|te wnth Complies
bevelled edges, debossed with "NVR" on one side of
tablet and "VCL" on the other side

Length Approximately 15 mm Complies
Width . Approximattely 59 rﬁm » Complies
ldentity
'/denmy by TLC ............................................................................................
¢ Valsartan Corresponds to the reference Complies
. HydrochlotothlaZ|de » Corresponds to the refé;é‘t:tce """""""""""""""""""""""" éomplles
. Amlodipine ACorresponds to the referencew A ; o Complies
Identity by HPLC:
S Va|sanan Correspond s tothereference Comphes
. Hydrochlorothlazlde Corresponds to the reference ‘ Complies
- "Xmmdlpme ............................. COrréggond;tg{hé e R . Comphes....._.........

*Identlty of colorants by color react/ons

e e e e
i e
s
e e e e - S e postmar i e

after 30 minutes, according to acceptance table 1 of
Ph. Eur., USP or JP (levels 1 and 2 only)

e Hydrochlorothiazide Not less than 80 % (Q value) of the declared content Complies
after 30 minutes, according to acceptance table 1 of Ph.
Eur USP or JP (Ievels 1 and 2 only)

. Amlod/p/ne Not Iess than 75 % (Q value) of the dec!ared content Complies
after 30 minutes, according to acceptance table 1 of

Ph. Eur., USP or JP (levels 1 and 2 only)




% % Form: Version: :

i N {) VA R'} ] S FOF Batch certificate: 731744.03012025-25.3

FDF Batch certificate SAP Ref. number: 1T100200308771

Issued by:
Novartis Farma S.p.A. -
Via Provinciale Schito 131, 80058 Torre Annunziata (NA), ltaly

CERTIFICATE OF ANALYSIS

Medicinal Prodyct: .

EXFORGE H, film coated tablets 5 mg/160 mg/12.5 mg
Printed Batch Ne: Bulk Material Ne: Bulk Batch Ne: Manufacturing Date: Expiry Date:
TMRT3 865036 TMML4 04-JUN-2025 MAY-2027

Test Requirements Resuits

Water Not more than 4.5 % 21 %

Degradation products, based on
the declared content of Valsartan, by HPLC

Specified, identified:
o Valsartan hydrolysis product Not more than 0.2 % <0.1%
e Each specified, unidentified Not more than 0.2 % <01%

Degradation products, based on
the declared content of Hydrochlorothiazide, by

HPLC

Specified, identified:
¢ SU5683 Not more than 0.4 % <0.1%
e Each specified, unidentified Not more than 0.2 % <01%

Degradation products, based on the declared
content of Amlodipine, by HPLC

Specified, identified:

o |mpurity D Not more than 0.5 % <0.1%
» Each unspecified degradation product ~ Not more than 0.2 % <01%
» Total degradation products Not more than 1.0 % 0.1%

*Microbiological Quality
(Plate-count method)

¢ Total aerobic microbial count (TAMC) ~ Not more than 10° CFU/g **Not tested
+ Total yeasts and moulds count (TYMC) Not more than 102 CFU/g **Not tested
e Specific microorganisms: Absentin1g **Not tested

Escherichia coli




Form: Version:

NOVARTIS FDF Batch certificate: 731744.03012026-25.3
FDF Batch certificate SAP Ref. number: 1T100200308771
Issued by:

Novartis Farma S.p.A.
Via Provinciale Schito 131, 80058 Torre Annunziata (NA), ltaly -

CERTIFICATE OF ANALYSIS

Medicinal Product:
EXFORGE H, film coated tablets 5 mg/1 60 mg/12. 5 mg
Printed Batch Ne: Bulk Material Ne: Bulk Batch Ne: Manufacturing Date: Expiry Date:
TMRT3 865036 TMML4 04-JUN-2025 MAY-2027

Assay
Un;form/ty of dosage umts by un/formlty conreht .....
HPLC
e Valsartan Meets requirements of Ph. Eur., USP and JP Complies
. Hydrochlorotmamdew B ,.,..M.eé.t.;;équ”emems oo B USP andijﬁm - Comphes .
+« Amlodipine Meets requirements of Ph. Eur., USP and JP Complies
Assay by HPLC:
. Valsartan 95 0 % -105.0 % of declared content 100.8 %
. . Hydrochlorothlazrde R 95.0 % -105.0 % of declared content - 99.7 % ‘
+ Amlodpine -  95.0 % - 105.0 % of declared content %09%

*“non-routine test. Test performed only by request, however at least one batch must be tested in each calendar year, when the -
product was produced

**non-routine test. Test is performed onb sequentral mdustnal batches If requwements are met, the frequency of testlng can be .
reduced to each 10 batch. At least, one batch must be tested during calendar year, when the product was produced. :
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