JAEPTUIKCIIVIKBA
AEP)KABHA CJIYKEA 3 JIIKAPCBEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHLKIIT OBJIACTI

npocnekT Bantepis Jlo6anoseskoro, 51, M. Knis, 03110, Ten/axc: (044) 363-06-50
E-mail: d]s.ko@dls.gov.ua,hnps://www.dls.gov.ua. Kon €IIPTIOV 37078774

BUCHOBOK

PO AKICTH BBE3€HOro B Yxkpainy gikapebkoro 3aco0y

29.03.2021 Ne 9634/21/10

TAJADII
(HaliMeHyBaHHs nikapcskoro 3ac00y 3riIHO 3 peecTpaliiingm NOCBiAEHNAM)
TabJieTKH, BKpUTI NIiBKOBOIO oGostonkoro, mo 20 mr o 2 TabseTkn y Guicrepi, mo 1 Oaicrepy
Y KopoOui

(opma Bunycky, AO3YBAHNA, BUI NAKYBAHHA AiKAPCLKOro 3acoby)

Homep peectpauiiinoro nocsinuenns UA/17 697/01/02 crpok mii peectpauiiinoro nocrinyenns 17.10.2024
Cepis nikapcskoro 3acoby Ne £202225H KinekicTs BReseHoro mikapeskoro sacoby 13870

BupoGuux TI'erepo JIa6s Jimiten, Innis

(naitMenypanns BHPOGHHKA NKapcEKoro 3aco0y, KpaiHa oX0 KeHHs)

Bsesero B Vipainy Tomapucreo 3 o6mesxenoro BianoBinansuicrio "AMAPOKC
HOKPEUH JUMITEX", inenr. xon: 43687709
(naiiMenyBanns Ta kog 32 CAPTIOY iopunmuoi ocodu ato NPIi3BHILE, iM's, N0 GaTLkoB] (bizuunoi

ocobu - mianpuemns, i micne NPOKUBAHHA T4 peecTpauifHui HOMeEp 0BMiKOBOT KAPTKH MiaTHMKE
noznarkis abo cepis Ta Homep nacnopra)

Tporoxan Bisyansroro konTposmio Bix 04.03.2021 N2 0584/8.

JlaGopatopuuii ananis skocti JIKapeeKoro sacoly 3xiitcHeRuil:

HAIT "Lenrtpansua naboparopis 3 anamisy sxoeri JIKAPCHKUX 3ac0BiR | MenuuHOT OpoAyKIii"
(M.Kuis, Byn.Kynpssceka 10r)
(HaliMenyBaHHS Ta MiCLE3HaXOpKeHHS naboparopii, wo nposena 1abopaTopHRi aHanis sKoCTi)

BUCHOBOK 11070 KOCTi tikapesKoro sacoby, BrianKil nadopatopieio Bix 25.03.2021 No 0729

Pesynbrati naGoparoproro aHalli3y AKOCTI JiKapchKoro 3ac00Y 3a NePEeBIPEHNMH TTOKA3ZHUKAMK BIANIOBIZAKTH
BHMOI'aM METOAIB KOHTPOMIO SKOCTi (ananiTmno-HOpMATHBHOT JOKYMEHTaIIT).

32  pesyasrartamu ACPHKABHOrO  KOHTPON:O  BCTAHORIEHO, IO JKapchKMil 3aci6  BBeseHO B Yxpainy 3
AOTPHMAHHSAM sumor 34KOHOAABCTRA 100 3a0e3NeTeHAS TKOCT] niKapcLKUX 3aco6ip.

3acTynHuK HaviaLHAKA BNy
I[c,png_aj'la';lo‘ficnyx{'f;')n’s;?ﬂiféapcwﬂx 3aco0iB
Td KG_HT})’OHIO,B_&}H&IQK{C{SIHI{_&MH y Kuiscrkii
oba L. ket

| (1o azf'qaa ocoba oprany AEPKABHOTO KOHTPONO)




Product name:
Haspanpojyxuil:

76"

HETERO LABS LIMITED

(UNIT - Ill E.OU)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.

Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com, URL : http/iwww.heterodrugs.com
CIN : U 24110TG1983PLC009723

CERTIFICATE OF QUALITY
CEPTHDMIKAT SIKOCTI
© Certificate No.: . . | i:ﬂ'-'"&gé tofd
_ (_Tg]_\'l'i:(})i}ca';‘ Ne: ) ()3F]’21(3002ﬂ$ ) i Cropinka 134
Manufacturing u;untrs India

Hdepwana- ;}npﬂﬁ;im\ i Ili)liﬁ

TAj [A(I)[ 1

. Pharmaceutical form:
¢ Jlikapesnka Gopma:

Film- umla,d tai}iusz{img
TAGJeTKH, BRpI i DIBKOBOIO 0GOIONKOI0, 10 20 M

Strength/potency:
Cuaa Ail/ag rHBRICTS:

Fach tablet contains20 mg of tadalafil
1 rabaerka micvnrs 20 mr ranagadiny

Type and size of

2 tablets in a blister, 1 blister in a boxwith iabelhn;, on the Ukrainian language.

packaging: no 2 rafuerkn v duaicrepi, no 1 Gaicrepy B Kopoduiz MapryBannsm yrpaincLroio
Bna i possip yoaxosgn: MOBOI.
B;atc.h N,.O’: E202225H Batciff&lzc: 148500  packs ynakoBox
Cepin Ne: Posmip cepii: .
Mfg. Date: iry Date:

1fe. Date: 1072020 Expiry Date: 49/2022
Adara pupobunurea: 5 _i Iprparnauit qo: i ! ]
Registrati 27 &
I)Lgn ration Certificate UA/17697/01/02 Valid upm 17.10.2024
Peectpaniiine uocsiraenns: _ Mikicne no: S —
Manufacturer name: Il(‘tt‘l o L.lbs Limited Man. License No.: 22RRIAP2001/F/R
Haiiyenysanus uupoﬁmma I eTepo. Hab ;Jimurm Bup. aiuen: sisy N': e

Location:

Micne3InaxomKenns:

SMDC Conclusion on confirmation of GMP Certificate No.:
Buenosox moao niyrsepiokenns ceprugivary HBH JAJICNe:

Unit 1, Formulation Plot No 22 - 110 IDA, I(vul;mutla, Hvdm abad 500 055

Telangana, India
FOunir I, ®opmyaciimnllaor Ne 22 - 110 ],L{A Amnpirteraa, Xaiizepada, 500 055
Tenanrana, Inais . R e

| 120/2020/C-330 | VAudity: ;(33 03.2021
1 _{repmingii: | -

Analysis procedure results
Pe3syanTari npoBecHIs auaisy

Test/
HorazHuk arocri

Sr.No
Ne s/n

Specification /fonycrumi vexi )
Shelf-tife / Result /
Ha repmin Pesyanrart
NMPUEATHOCT i i NS

Release /
Ili“iﬂllﬂ‘g’(‘l{'\;

I | Description(Visual
inspection)

Onxe
{BisyanbHIAKOHTPO
ne)

| ABOONVEI

Ta «Hy» - 3 1o,

“capsule shaped, biconvex, film- | White colour, capsule shaped. hiconvex,
T15 on one side | film-coated tablets debossed with “T15°
on one side and H on the other side.

White colour,
coated th;ls debossed with -
and H on the other side.

BLIoro Koasopy kancynonoiénol
ropmn, BOONYKII TADICTKH,B KPMTI
MEHBKOBOIO 0G0II0HKOW, 3 HACOM
«T15» 3 oanoro Goky Ta «H» - 3 iHWOro.

KOALOPY  KancyaonofiGnol  dopau.
TabACTKILBRPHTI  IHIBKOBOID
3 nanucom « T15» 3 oanoro oy

Bistoro

HGONOHKON,

Factory : 22-110,I1DA Jeednmetia Hyderabad - 500 055, Telangana, INDIA, Tel 91-40-230961‘701"?1;/?2}73/?4
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1dentification
Lnewrndixanis

Method IR
(USP <197Ks or <197

Meronomiy
{USP «197K> abo «197Dh

HPLC Method
{(USP®621) &In-House)

Meroa BEPX
(USP*<621>i
Bryrp. meroit)

| Bunpobysanni «Kippricue BU3navenisy,

(&%)

Average weight
{In-House)}
Cepeans ymaca
{Bryrp. meron)

Water content (By KF)

(LISP <9215, method la)

Baier soan
(Meron K. dimepa)
(USP*<921>, meron la)

Uniformity of desage units |
(Content uniformity, By HPLO)
(USP 9055, 621>, In-House)

Acceptance value (L.1)
Onnopiani ¢rb J030B3HAX
OMHIHIL{METOL NIPAMOTD
BUIHAUCHHSA, METOIOM
BEPX)(USP 905, <621
iBrytp. mMeroa)
Tpukmansie unesio (1.1)

| (350,17 My~ 371,83 mr)

| ITe Sianme 15,0

(UNIT - il E.OU)

Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com, URL : hitp//www.heterodrugs.com
CIN : U 24110TG1989PLC0O09723

Certificate No.: |
Cepragikar Ne: |

The infrared absorption spectrum of the
sample should exhibit maxuna only at same
wavelengths as that of a similar preparation
of Tadalafil working standard.

HOI I MHAHHA

DAOBKMIAN XBUTE, HIO | CNCKTP aHAA0IIHHO
i PHIOTORANOTO
podosoroctaniapTyrasaiadiny.

The retention time of the major peak in the
chromatogram  of the sample  solution
correspond  to that  in the
chromatogram of the standard selution. as
obtained in the Assay.

should

niKka  Ha
POIHEY

Yac  yipuMyBaHHs  OCHOBHOTO
L xposmartorpasi - sunpobysanoroe
MAaC BEANOBIAATH TAKOMY HA XPOMATOF PAMI
CTAIAAPTHOIO  POTMHHY.  HPUIOTOBAITUXY

03FP21006203

[nchpauepronni CNEKTP
I%HiIp()ﬁ}‘lii-l]']()i'ﬂ '3{33'3]\'3 HOBHHCH |
BOKA3YRATH MAKCHMMYMHU Hpu THX He

HETERO LABS LIMITED

“Hetero Corporate”, 7-2-A2, industrial Estates, Sanath Nagar, Hyderabad - 500 (118, Telangana INDIA.

Page 2of 4
Cropinka 234

Not carried out

1 He nporoanTses

Not carried out

He npopoauTtsey

Complies

Bianosijae

Complies

Bianosiaae

361,00 mg£3 %
(350.17mg - 371.83 mg)
361,00 vmr k3%

Not more than 6.0%m/m

e Guse 6.0% (M/M)

Not more than

Not carried out

He niporoantues

359.82 mg -

359.82mr

7.0 % m/m

[He Ginpue 7,0%

{(m/n)

1.5 % m/m

3,5 %o{min)

Not more thap 15.0

Not carried out

A, Tel 91:40-

7

‘x; v
3096170/71/72/73/74




HETERD

(UNIT - Il E.OU)

HETERO LABS LIMITED

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 91-40-23704923/24/25, Fax : 94-40-23704926, 23714250

e-mail : contact@heterodrugs.com, URL : http//www heterodrugs.com
CIN : U 24110TG1389PLC008723

| Escherichia coli

6 | Dissolution {By HPLC) (ISP<71 1.
621> &In-House)
Pozunuenng i( METOAOM
BEPXYUSP 711, 621 1 Buyrp.
. METON) | SR
7 |Organic Impurities (By HPLO)
{USP62 1 &in-House) Opraniuni
gomimrn{Meronom BEPX (USSP 621
1 BuyTp. meron)
7.1 | Any Individual impurity
Byae-aka amsinyaisHa 20MinKa
7.2 Total impurities
| Cyma jomimog
8 | Assay (By HPLC) (USP «621) &ln-
House) Each {ilm coated tablet
contains: :
8.1 ¢ Tadalafil (CyHigNi0Og) in mg
8.2 (%) Labeledamount
Kinbkicue
suzuauennsg (merogom BEPX)
(ISP <621 1 Buvrp. merom)
Koicna Tatinerka, BKPHTA HBKOBOIO
OGOACHKOR), MICTHTD!
Tananadpina(CyH gN:04). By
(Ye)BIJL RAIRICHOTOBMICTY
9 | Microbiological examination (USP
11D, 618 :62))
9.1 | Microbial enumeration count:
9.1.1| Total acrobic microbial count
9.1.2 | Total combined veast and molds count
9.2 | Test for specified Microorganisms:
9.2.1| Escherichia coli

MikpoGieaoriuma yncrora{lUJSP
(I, 61rd 62

JaraneHa KUIbKICTh WHUTTEIAATHRX
ACPODHUX MIKPOOPIaHIIMIR
3araapHa KIbKICTL ILHCEHERBHN |
APBRILKOBHX, rpudin

Coeundinui Mikpoopranizymn:

Baspauenss uneaa Mikpoopranizmi

~ Ceprudikar

Tadalafil ((j--.! l; u)N_}{); )

minutes.

Cnporarom [ xsuann,

Nu;

Not Jess than 80 % (Q) of fabeled amount of

He seumme 80% ((Q) sin:
Tajanadiny (CnlhoN:0y) porunasgernea

| Page Jof 4
| Cropinka 3 34

Certificate No.: ! 03EP21000203

is dissolved in 15

FAABACHOIOBM iC'E‘}-’

Q7%

He 6iawme 0,2 %% m/iv

Not more than 0.3 %

Not less than 19.00 and
‘Not moere than 21.00
Not less than 95.0 and
Naot more than 105.0

| He wenmel9.00 i ne
Olasiue2 1,00
He wmenme 950 1
Glanie 1050

HE

* Not more than 0.2 % m/m

m/m
e binbie 0.3% vy

ABirnimne 110,0

Not detected
He suasaeno
Not detected
He sussiieno

Not fess than 18.00 and
Not more than 22.00
Not less than 90.0 and
Not more than 110.0

He mermel8.00 1 ue !
O1abe22.00
Ie senme 90.0

i oHe

Should be absent per [ g

He Ginpe 10° KYO/r

FHe Gizabue 107 KYO/r

Not more than 10” ¢fu per
3 =
- Not more than 107 ¢fu per

i

0z

Less than 10 cfu per g

iess than 10 cfu.per :

o

Absent per g

s Menre 10 KYO/T

0 KYQO/r




HETERO LABS LIMITED
(UNIT - Ill E.OU)

“Hetero Corporate”, 7-2-A2, industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com, URL : hitp//www.heterodrugs.com
CIN : U 24110TG1989PLC009723

Certificate No.: | g3ppyggogpgz | Fagedol4

Ceprudiwar No: ‘ Cropinka 434
Labelling i Should correspond to the MQU requirements Complies
MapxysaHns ‘ Tosuunosianosigarusuvoram MKH _ Bianceinac
Packaging ‘ Should correspond to the MOQC requirements _ Complies
TTaxysanns Hosusnopianosiarusasmoram MK R | Bianosisae

I hereby certify that the above information is authentic and acewrate. This batch of product has been manyfactured, including
packaging/labeling and guality control at the above mentioned site in full complianee with the GMP requirements of the local
Regulatory Authority and swith the specification available in registration dossicr. The hatch processing, packaging aincd
analysis records were reviewed aid founed o be in compliance with GMP,

Ihew s zaceiduyio, wo nasedend Guige indpopyayia ¢ docmosipion ma movnoo, o cepiio npodyxyit 6yio supotiiein
(GO RARYSAHTANAPEVERIA] el KOUMpPois 1E akocnd na GUIGesasHauerin eupoinuaiis GLIbHI Npoeeoens y nosHIT
gionoeidnoemi 3 suvozan GMP, SCmanos lemsnn Meyesun PeayIsimomins opeauoM, o Markexe §ionosiono 0o creyudicayii,
wjo Micmumses 6 pecempayitniony oocoe. FIpomoroiy Gupobnuymea, narvedmis md iaiizie Gyan nepesyme ma
gemanasaeno sionosiouicmes GMP,

Name | Hari Krishna B. DGM,
Position ol person authorising the batch refease | Quality Assuranee
Tpisenme | Xapi Kpima B, TJIM.

Flocaa ocofn., ska Bitiama 1038 na sunyek cepii | Papanrinsikoeri

Signature of person authorising the baich release f\L B N
[Tianue ocobu, dka BHARRA O3RN HA BUITYCK cepil S -7
Dale of signature o

24.02.2021

Jlara nianucanns

PR ASL

& '_:- A OB L«
Factory : 22-110,IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA, Téf: 91-40-23096470/71/72
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