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JEPXITIKCIIYKBA
JAEPXKABHA CJIYIKEA 3 JIKAPCBKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekr Banepis JloGatoscbkoro, 51, M. Kuis, 03110, Ten/axc: (044) 363-06-50
E-mail: d}s.ko@dls.gov.ua,https://www.dls.gov% Kon €JTPTIOV 37078774

BHCHOBOK
Npo SIKICTH BBe3eHoro B Y kpainy JiKapchKOro 3acoby

29.03.2021 Ne 9631/21/10

TAJADLI
(maliMenyBanus nikapcsxoro 3aco0y 3rizno 3 peecTpaltiitiiM nocsixueHHsM)
TabJIeTKH, BKPHTI IUIIBKOBOKO obos1onKo10, 10 10 Mr; mo 4 TadaeTkH y Gurictepi, mo 1 Gaicrepy
y Kopoeoui
(opma BrnycKy, n03yBaHHS, BUA TIAKYBAHHA JIKAPCHKOrO 3acoby)

Homep peectpauiitioro nocsizuenns UA/17697/01/01 CTPOK Aii peecTpauiiinoro noceixuenns 17.10.2024
Cepist nikapeskoro saco6y Ne E202011F KinekicTs BBE3EHOrO Nikapeskoro 3acoby 6325

Bupo6ruk I'erepo JIa6s Jlimiten, Tuaia

(HaliMeHyRanns sHPOGHHKA niKapceKoOro 3acoby, kpaiua NOXOKSHRA)

BeeseHo B Yxpainy ToBapngBO 3 00Meskenor0 BiqmosinaabuicTio "AMAPOKC
YOKPEHUH JIIMITEJL", inenr. con: 43687709

(HaiivenyBanus Ta kog 3a CJPTIOY 1opuantHOT 0cobu abo npissuiLe, iM', no 6aTekosi GizuuHol

0cobu - miAnpreMLA, 1T Miclie poxuBanHs Ta peccTpauifinuii HoMep 06niKOBOT KapTKY IUIATHHKA
noaatkip abo cepis Ta HoMep nacmopTa)

IpoToxen sisyansroro kontpomo in 04.03.2021 Ne 0584/5.

Jlabopatophuii ananis sxocti nikapcrxoro 3acoby 3xilicueHuii;

AT "Lentpansra naGoparopis 3 aHaNli3y AKOCTi JIIKapChKHUX 3aco6iB 1 MeIIaHOl IPOyKIii"
(M.KuiB, Byn.Kyapsecexa 10r)
(HaHMeHYBaHHS Ta MiCHE3HAXOAMCEHHS naboparopii, wo npopena naGopartopHHii aHani3 aKocri)

BrcHoBOK mono sKocTi ikapenkoro 3acoy, Buanmii naboparopiero 8in 25.03.2021 Ne 0727

Pesynbratu naGoparoproro anamisy skocri JIKapChKOro 3acofy 3a NepeBipeHHMH OKa3HHKAMH BIINOBLAAIOTHL
BHMOIaM METOIB KOHTPOJIO AKOCTI (aHATITHYHO-HOPMATUBHOT NOKyMeHTauii).

3a  pesymeratamu ACPKABHOTO  KOHTPOJIO BCTAHOBJEHO,  LHO NiKapchKUH  3aci6  BBeleHO B Vxpainy 3
AOTPHMAaHHAM Bumor 32KOHOJABCTBA 10J0 3a0e3neucHig 9KkocTi JHKapChKHX 3aco0iB.

SacTyMHyK HavassHmKa BTy
AlepiarHoi ¢nyx0y 3 AIKAPCHKHK 3ac06iB
T2 KOHTPOJIIO: 38 HapkoTHKamu y Kuincrkil

06dcti,

“(nocangsa acoba OPFAHY JSPKABHOrO KOHTPOIIO)

- MLIL




HETERO LABS LIMITED
(UNIT - Ill E.OU)

HETERD
“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//www.heterodrugs.com
CIN : U 24110TG1989PLC009723
CERTIFICATE OF QUALITY
CEPTHU®IKAT ﬁﬁ'()( [ I
- Certificate No.: " | Page tof4

I ” - Ceprmdin ya: Josm 20006184 | E i

Productname: TADAFIL M.muf.u:turmgmunm | India

Hassanpoayxuii: L TAJADLI Aeprana-pupobuuk: | Tmgin

Pharmacenticalform: Film- wd{e{imblelsl(}m;_,

J!umpcmca thopma: TAGICTKH, BKPHTI HIBROBOK {)Gwmmmm o 10 M

&strcngth/poteﬂw T Each tablet contains10 mgut ‘tadalafil ' o

Cuia H'/JKTHHHICT*’ | 1 rabae KA sicy HTe 1 v razaaadiny

Type and size of 4 tablets in a blister ; 1 blister in a boxwith Llhellm; on the U kmmmn language,

packaging: 10 4 rabaern y baicrept, mo 1 ﬁmucpv B KOpPoOni3 MAPKYBARHSIM YKPATHCHKOI0

Bun i posmip ynakonxn: MOBOI0.

 BatchNo.: E202011F [ B"II.EClFSIZC: 42‘%{30 pncks ¥HAKOBOK

Cepist Ne: ——e | Posvipcepily ]

Mifg. Date: 09/2020 ExpiryDate: (}8/2()22

_ Mpuparuuii qo:

;§ﬂ=a':l BHpOOHMUTEA: o
Regrstrat:'s‘)‘nCcrtlf:c.‘ate: s UAATE97/01/01 Valid upto: 17.10.2024
Peecrpayiitne noepiguenns: | Hificue j1o;

Manufacturer name: i 1301L1(3 Lahs Limited Man, License No.: 22RRIAP2001/F/R.
Halmmwmuusi BUPOGHMKA: I lerepo Jabsdimiren Bup. niuensia No: P
Location: I Umt 11, Formulation Plot No 22 - 110 IDA, Jeedimetla, lec rabad, 500 055
| Telangana, India
Micuesnaxomxenus: E FOnir HI, dopmyacitmullior Ne 22 - 110 LUA, Tmngimeraa, Xdum.,pxm‘m, 500 455

[ Teaaurana, Inain ‘ e .
SMDC Conclusion on confirmation of GMP CertificateNa.: L 129/2020/¢-339 validity: 03.03.2021
_Brenonor mojo nixrsepkenns ceprudivary HBIT JUICNe: | _ iTepmingi: | 77T

Analysis procedure results
Pesyawrarn npnnu(emm AHATI3Y

n ,,,,._.___SESP,i,f‘S‘J l’.“ f,:louym HMi mewxi 7 _
Sr.No Test / N ; Shelf-tife / : Result /
Nes/m| Tlokassauk sxoeri Relenss [ W Tepatii Pesvasrar
fIPHBHNYCRY - .
e g R . ] NIPHAATHOCTE st ) .
| Description White colour, capsule shaped, biconvex, film- ‘\f‘;'hiic colour, capsule shaped, %?ic<>:}ycx:
(Visual inspection) | coated tablets debossed with “T16” on one Eailn-cou!c(‘i tablets debossed with “T16’
sideand I on the other side. on one sideand H on the other side. .
Onue _ L i OROTIGHGT
(BisyanbHHiiKoHTPO binoro K‘wh()p}} i\dll(.,y,lt)ll()%llﬁl-l()l ‘dmpmu, binoro ko.-nmpy KZ‘IH(.%:A{)Il.aJ_;It HOI i
e JABOOTTY KN FADACTRKHLBKPUTL  IAIBKOBOIO | (JOPMHM, JBOONYKAT TAGACTKH,BRPUTI
’ obononkoio. 3 Hanucom «T16» 3 ou 1010 Boky | naiBKOROIO 0BONOHKO, 3 HATTHCOM
Ta «H» - 3 iHuroro. «T10» 3 opnero Goky ta «Hy» -4 innoro.




HETERO LABS LIMITED
(UNIT - 1il 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
g-mail : contact@heterodrugs.com, URL : hitp/iwww.heterodrugs.com
CIN : U 24110TG1989PLC009723

Certificate No.: | Page 20f4
13FP B .
Ceprudikar Ne: ASEF 2l Cropinka 23 4
e A
Ixenrndiranin
2.1 | Method IR The infrared absorption spectrum of the | Not carried out Complies

(USP 197K or <1971»| sample should exhibit maxima only at
samewavelenglhs as that of a similar
preparation of  Tadalatil  working

standard.
Merogoml4 fHippauepronnii  crekrp  noraupanus | He nposoaurses Bianosinae
(LISP 197K abo BHIIPOGYBAHOIO 3paska NOBHHEH '
<197D» MOKAIYBATH MAKCMMYMM  (IpH THX OKe

AOBKHHEN  XBHIB, O i cnextp |

AuaIorivHO - MPHIOTORAHOIO

poSouorocranjaapryranasadiny.

2.2 |HPLC Method The retention time of the major peak in | Not carrted out Complies
(USP621s &In-House) | the chromatogram of the sample solution
should  correspond  to that  in  the
chromatogram of the standard %olution,
as obtained i the Assay. 7
Meron BEPX Yae yTpuMyBaniis OCHOBHOIO 1Tika Ha He nposoanthes Bianoginas
(U SP*<62 11 X[)OM?:I'I‘{H' E){ll Mt [3]’1[]]"}(36)532111(31'() POIUNRY
BH}*’TQ. MeTOf[) Mae I’;Uili{}fﬂ)iﬁ_]‘?{ TAaKOMY Ha
APOMATOrPAMI CTAHAAPTHOIOQ PO3UHHY.
APUIOTOBANKMXY BHITPOGYBAHHI
«iinpKicHe BUIHAUCHHEY. ) _
3 | Average wcight 180,50 mg + 4 % Not carried out ' 181.49 mg
(In-House) (173.28mg - 187.72 mg) ‘
Cepeans maca 18050 mMr+ 4% .
(BuyTp. MeTon) (173,28 s — 187.72 mr) He nposoanTses 181.49mr
4| Water content Not more than 6.0%m/im Not more than 7.0 % m/m | 3.6 % m/m

(By KF) (USP 92h
mcthod Ia}

Baicr poay He Ginnme 6.0% (vim) He Sisie 7.0% (m/m) 3.6 Yo(mim)
{Meroa K,
Ginepa)(USP*<92 1>, b
Meroq 1a) i

Factory : 22-110,IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA, Té(91-40~23 61T!71!?2/73f?4




HETERO LABS LIMITED
(UNIT - Il EOU)

“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/iwww.heterodrugs.com
CIN : U 24110TG1989PLC009723

Certificate No.: | 20000

Page 3ot 4

| Cropinka 3 14

]

—

- ‘ o o Ceprudicar No: |
5 Uniformity of dosage units - “ ]
{Content uniformity. By HPLC) (USP 905>,
621y, In-House)
Acceptance value (L1 Not more than 15.0 Not carried out | 3.4
Oauopianicrs A030BAMNX GANBHI {(meTon
NPAMOrO BH3HAUSHHA, MCTOLOM
BEPXYUSP <9055, <6215 iBuyrp. meton)
Ipuiivmansie aueo (L1 He Gumine 15,0 He nposonureesn | 3.4
6 | Dissolution | Not less than 80 % (Q) of labeled amount of | 93 %
(By HPLCYUSP71 L, 621> &In-House) Tadalafil (CyH1oN30,) is dissolved in 15
minutes.
Posumnenns (veronom BEPX)(USP <711, | He menme 80% (Q) ein . 93 %
621> i Bryrp. metos) saaricHorosmicty Tananadiay (CoH N, 0y)
. o | POUMHACTLCA (POTHIOM ]S XBHAMH.
7 {Organic Impurities (By HPLC) (USP«62 1)
&lIn-House)
Opraniuni gomimxn(verozom BEPX)
(USP 6215 i Buyrp. meroa) '
7.1 | Any Individual impurity Not maore than 0.2 % m/m Not detected
bynb-sika inaueinyaisua 1oMminica He Sinve 0.2 % m/m He susnieno
7.2 | Total impurities Not more than 0.3 % m/m Not deteeted
Cyma jomitok o He Binpwe 0,3% mim | He mustraeno
8 [ Assay (By HPLC) (USP «621> &In-House) !
Each film coated tablet contains:
8.1 | Tadalafil(C3,HoNs0y). in mg Not less than 9.50 and i Not less than 9.00 and| 10.18
Not more than10.50 | Not more than! 1.00
8.2 |{%) Labeledamount Not less than 95.0 and [Not less than 90.0 and] 101.8
Kissricne susuavenns (Meroom BEPX) Not more than 105.0 [ Not more than 110.0
(USP 6213 1 Buyrtp. merosn)
Kosxcna rabrerka, Bepirra miniskooo
ODOROHKOIO, MICTHTL:
Taganadina{CyH N0, smr He senme9,50 i we | He wmenmed.00 i wue | 10,18
Oinmpie 10,50 Gusiic ] 1,00
(%%6)ein sasmaeHoTOBMICTY He memmne 95,0 1 nelHe wmesme 90.0 0 me 101.8
7 _|Binbme 105,0 Dinbie 110,0
9 | Microbiological examination (USP <1111,
G 1r& <62»)
9.1 |Microbial enumeration count;
9.1.1 | Total aerobic microbial count Not more than 1 (Fefu per g
9.1.2 | Total combined yeast and molds count Not more than 10%cfu per g

L
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Factory : 22-110,IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA, Tel:éd1-4'0~23096
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HETERO LABS LIMITED
HETERD (UNIT - Iill E.QU)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 81-40-23704923/24/25, Fax : 91-40-23704926, 23714250 '
e-mail ; contact@heterodrugs.com, URL : http/iwww.heterodrugs.com
CIN : U 24110TG1989PLC009723

o o T Certificate No.: | . s | Pagedof4 |
1! - Cepradiar Ne: E G‘“‘qu%lsi‘ F C"i';)pil-li{éi 434 l
9.2 | Test for specified Microorganisms: ﬁ B
9.2.1 Escherichia coli Should be absent per | g Absent per g
MikpoGiosorinna wHerora (LSP
HIb, 6h& «62))
Busnaveuns anena
sMirpoopraunismi . g ‘ :
3araibHa KINbKICTL JKUTTEATHHY He Sinpie 107 KYOir Meuwe 10 KVO/i
aepodHUX Mikpoopraniamis ) '
3aranbHa KiabKicTh niceHennx i He Gumpme 10° KVO/r Menme 10 KVO/r
APDRIKOBUX rpubin )
Cnenndivni mixpooprasnizmu: ;
Escherichia coli I Mae Oyvru gisnevruss s Lr. Bincyrnis | r.
Labelling i : sond o the MQC requirements - E Complies . wv—l
Mapxysanus ‘ _| Hosynosianosizarisusoram MK e Bunosinae |
Packaging - Should correspond to the MQC requirements i Complies |
Haxypanus | Hosuunesignosinarnsimora MKA S SR ZC S

1 hereby certify that the above information is authentic and aceurate. T his batclr of product has heen manufactured, including
packaging/labeling and quality control at the above mentioned site in Jull complicmee with the GMP requirements of the focal
Regulatory Authority and with the specification availuble in registration dossier. The hateh processing, packaging and analvsis
records were reviewed and found 1o be in complianee with GMP.

Huv 2 saceiduyio, wo nasedenu suge inlopvayis ¢ docmosipneo. ma Moo, Lo cepito npodveyli Ovio supobacho
faraoaon HAKYSANTIS/MUPRVEAINA] o ROURIPOIG [ AKOCmE na GHIMESAIHACHit s1upodiiil diavnuyi BPOREOeno. v ROGHIT
slonosionoemi 3 eiocar: GMP, scmanocieniy MICHEGIM PESVISIMOPHNM OPeaioN, « IAakone eidnogions oo creyughivayis
wo atemumecs 6 peecmpayiimony docec.  Tpomoronu supobnuynsa, naKyeains ma anaiizic 6o HEPeSTHYIIG W
BCMANOBACHO Gidnosionicms GMP.

Name | Hari Krishna B. DGM,
Position of person authorising the batch release Quality Assurance
fpizamine | Xapi Kpimma b. I'IM,
Hocana oco0n, ska BuAANA 403BIA 1A BHIYCK cepii Fapauris sikocri

Signature of person authorising the batch release o \! S s sre
[ianuc ocobu. ska Buaana A03BiA Ha RUNYCK cepil i
SIPRA £

A

Date of signature )
23.02.2021

Jlara nignucanns

T

Factory : 22-110,IDA Jeedimetia, Hyderabad - 500 055, Telangana, INDIA, Teii‘\9'1§b323ﬂ‘ j(}/ 7 1/::’2%3/74
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