JNIEPJKABHA CJYKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

npos. CeiTnuunoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpainy JiKapcbKkoro 3acody

02.10.2025 Ne 33736/25/10

IBA®ACT

(HalMeHyBaHHS TiKapCHKOTO 3ac00y 3riHO 3 PEECTPaLiiHAM TOCBIAYEHHAM)
Ta6IeTKN, BKPUTI IUIIBKOBOIO 060.10HK010, 0 7,5 MT; 1o 10 TadieTok y ouricrepi, mo 3
oaicrepu y kapToHHii xopoOui

(dpopMa BUITYCKY, 103yBaHHs, BUL NAKyBaHIs JiKAPCLKOro 3aco0y)
Homep peectpauiitioro nocsinuenns UA/20619/01/02 crpox aii peectpaniinoro nocsigyeHHs 03.10.2029
Cepis mixapebkoro 3acoby Ne A251862 Kinskicts BBe3eHor0 nikapekkoro 3acoby 3000

Bupo6GHuk Aunopa ®apwma [lpaiisit Jlimiten, Inais

(nalimenyBanus BUPOGHNKa JIIKAPCHKOTO 3a€06Y, Kpaila MOXoMKeHH)

Baesero B Ykpainy ToBapuCTBO 3 0GMEKEHOK pianosigansuictio "TAMAPOKC
FOKPEUH JUIMITEJ", inent. xon: 43687709

(naitmenyBanus Ta kox 32 €JIPTIOY ropunntHoi ocobu abo npissuie, iM's, 110 6aTbKOBI (hizWuHOI
0coBH - MAnpreMu, i Micte MPOXKUBAHHS Ta peccTpauiiitmi noMep 06iKoBOT KAPTKH TLIATHHKA
ropaTkis abo cepis Ta HOMEP nacropta)

IpoToxox Bizyansnoro koutpouio ix 14.07.2025 Ne 2155/4.
JlabopaTopuuil anani3 ssKocTi Jikapcbkoro 3acoby 3aidcnenui:

T "LienTpansHa n1ab0paTopis 3 aHAIi3y SKOCTi JIIKapChbKUX 3aC00iB | MEANUHOT MpOIyKLi"
(m.Kuis, Byn. Kympsasceka 10r m.Kuis, Byn. Kynpsscera 8B Kuiscska 061acts, c. Hosi [Tetpisui,
Byi1. Isana ®panka, 19)

(HaliMeHyBaHHs Ta MiCIe3HAXOuKeHHs 1abopaTopii, 1o mposena naboparopuui aHaii3 sKoCTi)

BUCHOBOK 1IOJ0 AKOCTi JTikapebkoro 3acofy, Bumanwii maboparopieio sin 30.09.2025 Ne 1508

Peaynbratn TaBopaTOPHOTO aHANI3Y AKOCTI JHKapehKoro 3acoby 3a MepeBipCHUMH TOKa3HHKaMH BiXnoBigawTL
BHMOTAM METOIB KOHTPOIIO AKOCTI (aHANITHYHO-HOPMATUBHOT JOKYMEHTALIT).

3a  pesyibTaTaMH  JICPKABHOTO KOHTPONIO BCTAHOBIEHO, WO JiKapchkuil 3aci6  BBC3CHO B VYkpainy 3

JAOTPUMAHHSIM BHMOT 3aKOHOJABCTBA OO 3abe3rneucHHs AKOCTI NIKapChKHX 3acobiB.
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BATCH CERTIFICATE
CEPTU®DIKAT CEPII

Certificate No.: OAO1FP25003479 Page 1 of 4

Ceprugirar Ne Cropinka 134
Product name: | IVAFAST Manufacturing countryy India
Hasea npoayruii: | IBADACT Kpaina-supobunk: | Iyzin

Film coated tablets . )
abaer P Destination country: | Ukraine

TRbsemiH, BRPITL IHBROBOI0 Kpaina npusuavenust: | Yipaiuna

060T0HKOI0

Strength/potency: | 1 tablet contains Ivabradine 7.5 mg (as ivabradine hydrochloride)

1 vabaeria micrrrn 7,5 Mr isabpaausy (y Burasiai isabpanuny riAPOXJOPHILY)

Pharmaceutical form:
Jlickapeska dopma:

Cuia aii/aKTHBHICTD!
Type and size of | 10 tablets in a blister; 3 blisters in a carton box with labelling in Ukrainian

packaging: | language
Buy i posmip | mo 10 taénerox y 6aicrepi; no 3 Guicrepn y kapronuii KopoOUi 3 MAPKYBAHHIM

YHAKOBRH, V]kaﬁll(ﬂb}(OlO MOBOKO

Batch No.: Batch Size: packs
- : 3376
Cepin No: A231862 Po3mip cepil: ; YNAKOBOK
o Mg Date: | 5595 ,. . _ Expiry Date: | 75
Jara ripodunurea: Hata sacigvenus TepMiny NpIaTHOCTI:

_ Registration Certificate: | ¢y 1y 451979102 Valid upto: | o3 14 3929
Pecerpaniiine nocpiauenns: Aiiicne 1o
Manufacturer name: ; Annora Pharma Private

Limited License No.: :
S 'FIG
Haiimenypanus supoduuka: | Aunopa Gapma Tpaisir Jlinensist No: 24/MDITS2016/8/G
Jlimirea

Location: | Sy. No. 261, Annaram Village, Gummadidala Mandal, Sangareddy District, Telangana

State - 502313, India
Ci. Ne 261, Aunapam Bizewx, ['ymmaninana Maupan, Caurapeaai Jucrpuwrt, Tenaurana

Creifr - 502313, Iais

VicueIHAXOAKEHHS:

CERTIFICATE OF GMP COMPLIANCE No.: Validity:
CEPTUDIKAT BUIMTOBILAHOCTI YMOB BUPOBHULITBA 073/2023/GMP Te n’i;".'“""" 15.06.2025
JIKAPCLKUX 3ACOBIB BUMOI'AM HBIT No: ik A
Amnalysis procedure resuits
PesyaptaTi nposegenng aualtizy
Specification /
Sr.No Test/ Jonyerimi mexi Resuit /
Nes/n | lokasuuk sicoceti Release / Shelf-life / Pesyanrar
IIpu sunyexy Ha imepMin npudamngent
1 Description Tan colored oval shaped, f{ilm coated tablet | Tan colored oval shaped, film coated

debossed with “V” on one side and “92” on other | tablet debossed with “V™ on one side
side. and “92” on other side.

Onuc TabneTky OBaTLHOT (OpMH, BKpUTI naiskopoio | Tabaeriu oBaNBHOT OPMH, BKPHTI
OGOSIOHKOI),  JKOBTO-KOPHHMHMEBOIO  KONBOPY 3 nAiBKOBOIO  0DONOHKOW,  KOBTO-
THCHEHHAM « V5 3 OLHOTO BOKY Ta «92» 3 HUIOrO | KOPHYHEBOTO KOMBOPY 3 THCHEHHIM
«V» 3 oHOTO Boky Ta «92» 3 IHWOro

foky.
Goxky.

Annora Pharma Private Limited, Sy. No. 261, Annaram Village,
Gummadidale Mandal, Sangareddy Dist., Telangans e 502 313, India (IND). Tel 1 08438-284200
CiN » U241007TG2018PTC101839




Certificate No.:
Cepragdixar Ne:

OABIFP25003479

Page 2 of4

Cropinka 2 3 4

IBH-1

N-Oxide Impurity
Any individual
unspecified
degradation products
Total degradation
products

Cynposinui
JOMILIKH

IBH-1

Jominika N-OKCHI
Kownol ogpesiol

Not more than 0.5 % m/m
Not more than 0.5 % m/m

Not more than 0.2 % m/m
Not more than 0.2 % m/m

2/

Not more than 0.2 % m/m Not more than 0.2 % m/m

Not more than 1.0 % m/m Not more than 1.5 % m/m

He Ginsiwe 0,5 % vim
He 6inpwe 0,5 % M/im

He Ginbwe 0,2 % M/M
He 6inse 0,2 % m/m

2 | Identification
2.1 By HPLC The retention time of the major peak in the chromatogram
of the sample solution should correspond to that in the | Complies
chromatogram of the standard solution, as obtained in the
Asgsay.
2.2 By HPLC-PDA The UV absorption spectrum of [vabradine peaks of the
sample solution should exhibit maxima and minima at the | Complies
same wavelength as those of the corresponding peaks of
the standard solution as obtained in the assay.
Inenrudicanin
2.1 BEPX Yac YTPHMYBAHHA OCHOBHOTO [KY Ha xpomarorpami | Bianosisac
POUWNY JOCHUDKYBAHOTO 3pa3ka NOBUHEH BiXNOBIiNATH
TAKOMY HA XPOMATOrPaMi POSUUHY CTAHIAPTHOTO 3paska,
orpumanol y snnpodysanii «KUIbKICHE BIHAUEHHS.
2.2 BEPX 3 PDA Crexrp V@-nornunands niis Izabpasusy y posHHI
NETEKTOPOM GUAPOOYRANOTO  3paska  MPOARILIC  MAKCHMyMmu  Td Binnosizac
MIHEMYMI FPH THX 3Ke JOBXUHAX XBHIlb, L0 RBIANOBIAHI
fiKn  Ha  XpoMaTtorpami, OTpUMaHol Ui POBHUHY
CTAHAAPTHOUO  3paska Y punipobysanni  «Kinbricre
BUIHGUEHHA».
3 | Average weight 103.0 mg = 5% (97.85 mg - 108.15 mg) 101.83 mg
Cepennsn Maca 103,0 Mr £ 5 % (97,85 mr 108,15 Mr) 101,83 mr
4 |Water content
(By KI) Not more than 7.0 % (m/m) | Not more than 8.0 % (m/m) | 6.06 % (m/n1)
BmicT Boau
(MeTon IK.Ohuepa) He Biapue 7,0 % M/M He Ginswe 8,0 % m/m 6.06 % M/M
5 | Uniformity
of dosage units
Acceptance value (L1)| Not more than 15.0
Meet the requirements as per Ph.Fur.2.9.40 33
Onpuopianicrs
A030BAHIX OAMHHUE
[TpuitMaliLHE YHCO He dlmpiue 15,0
(Ln Binvogizae umoram €aporn. Papm. 2.9.40 3,3
6 | Dissolution Not less than 80% (Q) of the labeled amount of
[vabradine {(CaH3sN20s) is dissolved in 15 minutes. 100 %
Posunnenns He merme 80 % (Q) mia Homimatsnoi Kigbrocti
isabpanuny  (CyrHagNaOs)  pO3HHHACTLCH  NPOTATOM 100 %
15 XBHIHH,
7 | Related compounds

0.04 % m/m
0.027 %m/m)
0.06 % m/m

0.23 % m/m

0,04 % MiM

Meue MKB (MKB = 0,027%

MiM)

HEeCre LB IKOBAHOT

Gummadics

o B ez XFoaly g { janalfelad Sl
SREER Eac s ket st e a1 EEESS

angareddy Dist,, Telangane ;
CIN  UZ41007TG2015PTC 101939

2 313, India {IND).
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AOMILKY
aranb i BMICT
JOMUIOK

He Biase 0,2 % M/m He Ginsiue 0,2 % m/m

He 6insme [0 % Mim He Ginne 1,5 % m/M

0,06 % m/m

0,23 % mim

Assay
Fach film coated
tablet contains

vabradine
(CrH36N20s), in mg:
(%) Labeled amount

Kimsxicue
BHIHAYEHHS

Koxna Tabserka,
BKPHTA TTIBKOBOKO
0BOAOHKOIO, MICTHTE!

Iabpanuny
{CaslygN2Os), mr

8 % 610 HOMIHATLHOT
KisBKOCTI

7,125 - 7,875

95.0 - 105.0

7.559
100.8

7.559

1008

Microbiological
examination

1. Total aerobic
microbial count
{TAMC):

Total combined yeast
and molds count
(TYMC):

2. Test for
specification
Microorganisms:
Escherichia coli:

Mikpobioaorisna
HHCTOTA

1. 3aransHe YHCAo
AePOOHHX
MIKpOOPIaHisMiB
(TAMC):
JaraipHe TUCHo
APDKIDICOBHX T4
niiceHesyx rpudis
(TYMC):

2, BunpoOyBauiis
HA OKpEMi BHAU
MIKPOOPTARIZMIB:
Escherichia coli

Not more than 1000 cfu per g.

Not more than 100 cfu per g.

Should be absentin | g

He Ginpme 1000 KYO/T

He dinsme 100 KVO/iT

Marorh (v siacyruie | r

Less than 10 cfuperg

Less than 10 cfuperg

Absent

Meniue 10 KYO/r

Mewnwe 10 KYOir

Biacyrui

Annora Pharma Private Limited, Sy, Ne. 261, Annaram Village,

Gummadidala Mandal, Sangareddy Dist., Telangana Slate 502 313, India (IND). Tel : 08458-284200

GIN £ U24100TGR018PTCH0193¢
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Ceprudgirar No: Cropinka 4 3 4
16 | ldentification
of colourants
10.1 Titanium A pale yellow colour to orange colour should develop Complies
dioxide immediately.
10.2 lron oxide An orange colour to red colour, should develop which
does not disappear upon addition of diluent hydrochloric | Binnosiiae
acid
Inenrudgikanis
GapprRUKa;
10.1 Turany mioxcua | 3abapsiierns 814 621 A0-KOBTOTO 10 OPAKKEBOLO Complies
KONBOPY MAE PO3BMBATHCA HETATHO.
10.2 3anisa oreui JaGapBieHis Bijl OPAIKEBOrO 10 HEPBOHOTO KONLOPY
Mae PO3BUBATHCA, SKE HE 3HUKAC [P AOARBAHH] Binnosigae
XIOPUCTOBOAHEBOT KHCSOTH PO3BEREHOT.
Labeling Should correspond to the requirements of MQC. Complies
Maprysauns TTOBUHHEO BIATOBLAATH BHMOTaM MKA. Bianosigae
Packaging Should correspond to the requirements of MQC. Complies
laxynannn Mosnino wianoeisary sastoras MKA. Bianosijag

[ hereby certifv that the above information is authensic and accurate. This batch of product has heen mamactured,
including packaginglabeling and guality control ar the above mentioned site in full compliance swith the requirements
specified in the current GMP guidelines approved by the Ministiy of Health of Ukraine anel with the requirements of the
registration dossier of the destination country. The barch processing. packaging andd analysis records were reviewed and
found 10 he in compliance with GMP.

Lo 1 zacsionyio, o Haceaeha Guiye inghopycugin ¢ Qocmosipioe ma mownoo. Lo cepio npodyryil o supeiaeno
(HHOUAIORH NARYGAHUS/ M UPRYGGIIA] D1 ROIMPO.TE § snemi na GUUEsLSIen i Gupobundi Qiapaunyi apocedeno ¥
AueHil GIOROGIONGEMIT 3 GUAOSUMN, UINAYCHILIL G wanniit wacmanogi 3 GMP, samaepoxceniii Minjemepemgon axapont
s00poe s Yxpadun, 13 gumocay peccmpeiiinozo JoCve Kpau npuznaienns. [Ipomoroiu GUPOBHUYMED, NAKVEAHRA 11a
anaaizis GyR0 HEPELIHIIYMNG A CCMUTOEICHO gionosiouicmy GMP.

Name | Subhakar Nandipati
Position of person authorising the batch velease General manager - Q A
Mpissuue | CyGxaxap Hamxinari
[ocasa oCotH, SIKa BIAANA 103BIA HA BHTIYCK cepil reuepaﬂbmm MemeaKep — KOHTPOIh groeTi

Signature of person authorising the batch release (7 7 {/’W'
Mixrse 0cobH, AKa BIAALA 103BII Ba BHIYLR cepif :.‘,\i’fl"/ﬁ\" P L )0‘1‘,(

:/«‘ DAY e [od

Date of signature

Jlara migmicanus 24.06.2025

St

Gummadidaia Mandal, Sangareddy Dist, Te

; }
CIN; U24100TG2015PTC101938
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