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UNIT-II

LIMITER

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

Tel : 91-40-237049823/24/25, Fax : 91-40-23704926, 23714250
E-mail : contact@heterodrugs.com URL : http/Awww.heterodrugs.com
CIN 1 UZ4110TG1980PLCO0E723

CERTIFICATE OF QUALITY

Jdixapesxa $opua:

CEPTHOIKAT AKOCTY ,
Certificate No.: | M10002316/ "Page 1 of S
Cepradixar No: | 03FP19005618 Cropinka 135
TENOFOVIR ' .
Product name: BISOPROXIL FUMARATE Manufacturing country: Jndia
Hazsa npogyxuiis TEHOSOBIPY Hepxasa-sapobunr: | Tooris
| AH3OHPORKCILTY PYMAPAT

Pharmaceutical form: film coated fablets 300 mg

Tabnerrn, sxpari mriskosor obosonxoio, mo 300 mr

Strength/petency:

Cuna pilfaxceapaicrs:

1 tablet contains: 300 mg of tenofovir disoproxil fumarate,

| equivalent fo 245 mg of tenofovir disoproxil

1 vabnerrca sicrare: 360 mr Tenooripy AHIonpOKCHITY dymapary,
o exninanentao 245 mr rerodosipy ArzoEpOKCHNY

Type and size of

| 30 tablets in a coutainer; 1 contaiuer in a carton box

packaging: .

1 B i poandp yraxomion: 10 30 rabuerox vy xoprelizepl; mo 1 xomvelinepy ¥y xaprousnili wopobui
Batch No.x , .. Batch Size: . : - packs
Cepia Ko E1919428 ) Pozmip cepii: 1152 YHAKOBOK
Mig. Date: , | Expiry Date: PRSI
Jara Bapobrmurpa; 1072009 Hpaparaaii xo: 09/2023
Registration Certificate: P Valid upto:

Peccrpaniiine nocnimmemyn: UA/15263/01/01 Hiicue po: 03.06.2021
Manufacturer name: Hetero Labs Limited Man. License No.: ) g
Haiimenysanon supobmmkca: Terepo JIabs Jimires Bup. ainensis Ne: SARRIAR/IOONE/R
Location: Unit IIT, Formulation Ploft No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

Telangana, India

Micneswaxomxenus: | JOmir I, ®opmymetiomn Mnor Ne 22 - 110 LA, Nxupimeraa, Xafinepaban, 500 055
' Tenaurana, Tapin
SMDC Conclusi / eriificate No.: validity:
MDC Con iasxmi on cozxﬁrmaﬁ.ﬁnvoi‘ GM}" Cqﬂﬁa;te No.: A43/2017/C-944 a lfif i 03.03.2020
Brenosox mono wiarsepocenis cepradicary HBY IJIC Nz |~ % TepMiE it
Analysis procedure resulis
Pesynerars uposenenns ananizy
StNoj - Test/ | Specfication/ | Lo Resalts
| Nesfnl T Torasauxk swoeri Homyermmi mesi Pesyswrar
Description Light blue coloured, almond shaped, | Light blue coloured, almond shaped,
film coated tablets debossed with B’ | film coated tablets debossed with ¥’
on one side and *123° on other side. | on one side and ‘123 on other side.
1 | Onge TabneTxn, BKpUTi wriskoporo | Tabrerks, skpuri NHBKOBOIO
e 0BONORKGI,  GIIaKATHOTO  KONBOpY, 060508K010, - GnakmTHOrO KOIBODY,
Murganenonibnoi  dopwua, 3 | MErzanenoniGuol hopmn, 3
rpasipysanssm «H» 3 omaoro Boxy | rpasipysammam «H» 3 oxuoro Gory
1 «123» ~ 3 immoro’

11 «123» — 3immoro

Factory : 22-110, IDA-Jeedimetla, Hydfgr&b .

o aai #1335 o8 25 /1

20

055, Tel : 91-40-23006171/72/7 3/7 4 Fax:81-40-23005106




UNIT-H

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA
Tel : 91-40-23704823/24/25, Fax : 91-40-23704826, 23714250
E-mail : contact@heterodrugs.com URL : http/Avww.heterodrugs.com
CIN : U24110TG1988PLLC0O00T723

LIMIT

Certificate No.: M10602316/ Page 2 of §
Ceprudicar Ne: 03FP19005618 | Cropinxa 2 3 5
Sr.No Test! Specificetion / Result/
e s/ Doxasunx axorri Honyersmi memi Peyynprar
Identification The retention time of the major peak in|1he relention fime of the major peak
By HPLC the chromatogram of the sample|in the clromatogram of the sample
USP <6215, In-House ~ |Preparation should correspond to that in|preparation corresponds fo that in the
the chromatogram of the standard|chromatogram of fthe standard
preparation, as obtained in the Assay. | preparation, us obtained in the assay.
By UV The UV absorption spectrum of sample| The UV absorption  spectrum  of
USP (197, In-Tlouse | Preparation should exhibit maxima at|sample preparation exhibits maxima at
? - the same wavelength as that of standard{the  same wavelenpth as  that of
preparation. standard preparation.
2| Inenvadixanis Hac yrpumMysauns ocsopgoro mika ma|Uac YIpPHMYBaHHS OCHOBHOTO IHika ma
Merox BEPX. xpomarorpami BADPoGoByBaHOTe | XpoMaTorpami BHAPOGOBY BANOTO

USP «6213, In-House

posaHEy BiNDOBINAC wACY YIpUMyBaRHT
OCHOBHOTO Wika HAa  XpomMarorpami
CYAHAAPTHOTO poswuy y sanpobysanui
«Kimpkicne susnavenss»

CTABIAPTHONS POBUMHY ¥ BRIpOSYRausi

POSUHHY BINIOBINAC YaCy YIpEMyBass
OCHOBBOTO ~ NiKa Ha  XpomaTorpami

WKDIEKIOHS BURHANCHEY

By UV Crexrpu  vormuuamss  mampoGoRysa- Crextpy notmmanss BunpoBosysa-
USP <197, In-House {HOTO posamny i CTAHIAPTHOYO POSYHHY{HOIO - POSYHMEY 1  cTampapTHOro
MAIOTh  MAKCHMYMM 32 ONHAKOBOI{POSUMEHY  MAIOTh MAKCUMYMH 34
JOBXIOH XBri. oppaxonol FoRRENY XM,
Water content v
% USP 92D Ia Not more than 3.5 Y%ewlw 14 Y% wi'w
Buier noan ’ T Y (M)
USP 921) Ia He binsme 3.5 % (M/m)
Average weight 69334 mg+3 %
4. (In-House) (672.54 mgf«714,14 mg) 69079 M8
Cepenns maca 69334 mr43 % L
(In-House) (672.54 Mr—714.14 M)
Disintegration time : .
. USP701 Not more than 15 minutes & Mimtes s
‘ Posmananns e o2 , 41 Seconds/c
USPI01s He Gimsme 15 %3
e EY g g e S ——— e dee - - e KIS = P Py ! A N v
MM \ N_'Jt fess &3?- 35(?4, '.?Q}‘ of lhc Iaheled Tablet-1: 99% Tabneria-]
By UV) USP 7115, | amhount of Tenofovir disoproxil A SR ’
851y; Tn-House fumarate (CioHuNsOiP-CiHO) §s | Lovlet-2: 101%  Tabnerca-2
- | dissolved in 30 minutes. ' ablet-3: -100% Tabneria-3
'3 v - - N Tablet-4:  98% Tabnerxa-4
Poasunennu He menme 80 % (Q) six sominansporo . : e
T A o o T T _ Tablet-5: 99% Tabnerxa-5
(Meron Y) USP«71 1y, | numicry TerodOBIpY JH30IPOKCHILY s et o
851 In-House dymapary (CroHagNsO6P-C T, Oy Tablet- 6 = 100% L
TR AR L e L b Average: - Cepenie:

posungcrses 3a 30 xp-

= 100%

Factory : 22-110, IDA-Jeedimetla, Hyderabad - 500 055. Tel | 91-40-23008471/72/73/74 Fax: 91-40-23095105




UNIT-II

“Metero Corporate’, 7-2-A2, Industial Estales, Sana%hnagag Hyderabad - 500 018, Telangana, INDIA

Tel: 91-40-237048923/24/25, Fax : 91-40-23704026, 23714250
E-mail : contaci@heterodrugs.com URL: hitp/www. heterodrugs.com
CIN 1 U24110TG1980PLC009723

Tenofovir disoproxil

fumarate / resodonipy

AH3OUPORCHILY

pysapary

—inmg (ur)

~ (%) Labeled amount
(% pi HoMizanEHOrO

288.00 —315.00

96.0- 1050

SHANCHNY)

Certificate No.v M10002316 / Page 3 of 5
Cepradixar Ne: 03¥P19005618 | Cropinxa3 35
Sr.No Test / Specification / Result /
Neafil  Tlowammnw socoeri Homyerami sessi Peaymerar
Uniformity
of dosage unifs
(By weight variation)
USP <905
Acceptance value (L1) Not more iy 15.0
7 | Onsopluricrs 1.3
JO3OBARNE ORI
{(pospaxyHKOBO-
BArOBEM MCTONOM)
USP 905
Tpurtansee yncno (L1 He inpme 15.0
~Mono-POC PMPA  Notmere than :
MOBO-POC PMPA  He Ginue |- 70w/w | .61 Y%wlw
-MOC-POCPMPA  Notmorethar . Not detected
MOC-POCPMPA  HeGimsme 0-20%wiw| ol
~iPr-POC PMPA Notmore than :
Related compounds iPr-POC PMPA He6imme 0.20%wiw| 0.04 Yowiw
(By HPLC) |- 0POC-POC PMPA  Not miore than Not detected
USP 621y, In-House | nPOCPOC PMPA He e - 0.20%wiw] He spsmacso
8 - Mixed dimer Notmore thap Not-detected
Cymporinsi sMimaneli mavep  Hebbmme  0.1%wWAW | He nyspnenc
| pomiuren - Dimer Not more than 1Yewtve | BEIOW LOQ (LOQ = 0.024%w/w)
(meTox BEPX) {gﬁm{i’ S i HeGimme  0.1%wiw Hmxeae mexd ximuxicnoro pasnavcHus
5 o o - Maximum single
USP <621, InHonso vnknowsn impurgityf Notmoretha | Notdetected
opmraira wesinoma  He 6immre  0-20%0%/W! He nuannerio
nomimka
oo novtmes 1o e 3.0%wis | 066 %l
Assay (By HPLC)
USP 521, In-House
Each film coated:
tablet contains
T Kikicre pmananenng| 0 i
(Merox BEPX)
USP 621, In-Hounse
9 xonaia alyerka MicTros:

298.65

99.6

Factory : 22-110, IDA-Jeedimetia, Hyderabad - 500 055. Tel : 9‘?~4Q~23§2§98’? TUT2i73/74 Fax: 91-40-23095105




UNIT-M

LIMITED

“Hetero Corperate”, 7-2-A2, Industrial Estates, Sanathnagar, 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 : U24110TG1880PLLODET23

Certificate No.: M10002316/ | Page4of 5
Ceprudixar Na: 03FP19005618 | Cropinxadaz s
{Sr.No Test/ Specification / Result /
Mo e/l Towame sxcocrd Jonyornmi moxi Pesymray

Residual solvents

Should meet the USP 4675 residual solvents

Meets fhe USP <467y  residual

3aramvhHe SHCHO APHKIPKOBHX Ta TUICCHEBAX.

{(UBP 467y (option 1) requirement. solvents {option 1) requirement.
10 | 3asmmxoni Mae signopigara  spmoram  USP (67| Bimnosinae samoraym USSP (67
DOSHAIRIH (option 1) {option 1)
(USP «467) ,
Microbiological 1. Total aerobic microbial count {TAMCY:
examination Not maore than 1000 cfu per g 20 cfu per g
USP &y, 62 { Total combined yeast and molds.count (TYMC):
Not more than 100 cfiu per g Less than 10 ofu per g
2. Test for specified Microorganisms
- Bile-tolerant gram negative bacteria:
, : Should be absent Absent
~ Bscherichia coli : Should be absent | Absent
- Sedmionella: Should be absent Absent
- Staphylococcus aureus:  Should be absent Absent
- Pseudomonas aeruginosa: Should be absent Absent
11 | Mikpobiosorigna 1. arameue wmono acpoGuux
HACTOTA mixpoopramizmis (TAMC):
USP 6D, <625 He 6imsine 1000 KYO#ir 20 KvOfir

rpubin (TYMC):  He 6imse 100 KVO/ir Menme 10 KVO/ir
| 2. BanpoBysawns sa oxpemi swum

Mixpoopramismin: -

- TONePaHTH] JO MoBui rpaMseraTHnmi

Saxrepil: Maiors Gyrm sinoyrs Bincyrsi

- Escherichia coli: Marots Syru sincyru Bincyrai

~ Salmanella: Mators Gyru sincyrai Bincyrai

- Staphylococcus aureus: Maors Sy sincyrsi Bincyrui

- Psewdomonas aeruginosa: Marors 6y pineyrsi Bigeyrai

12

Identification of
coiaura:;t
— Titantun dioxide

(In-House)

|- FD&C Blue #2
~Aluminivm Lake -

(In-House)

Inenrudicanis
Sapsnnxis:
— THTERY JOKCH

(In-House)

— IHIHTO xapMin

{In-House)

| POSYMEY TIOBRHGH

A yellow red color to orange red color
should develop immediately. ,
The UV spectrum of sample should show
absoiption fiaxing at abeut 810am,

Babapeitenns  Bin  cpiTmo-skeBTOrO IO
OPABREBOIC HOBHIHO NPOSBHTHCE Heraiuo,
Cuextp  worymHanHg BHIPOOORYBAHOTO
Mary MaxKCHMyM 33
posxny xenl opubmisao 610 au

A yellow red color to orange red
color develops immediately.
The UV spectrum of sample shows

“jabsorplion maxima at 612.0mm. |~

3abapprucHas Bi CBINO-KOBTOrO
AC  OpamKeBOID  HPOSBISCTLCSH
geraiuo. ’

CoexTp NOrMMHANNA BAIpOCOBYBA-
HOFO POIIUHY MES MAKCHMYM 33

Jopuaean xewn 612.0 1w

Factory : 22-110, IDA-Jeedimetia, Hyderabad - 500 0585. Tel : 91-40-230861 717217374 Fax: 91-40-23085105




LIMITE]
UNIT-I

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanathnagar, Hyderabad - 500 018, Telangana, INDIA
Tel | 91-40-23704023/24125, Fax : 91-40-23704826, 23714250
E-mail : contaci@heterodrugs.com URL : hitp/fwww . heterodrugs.com
CIN : U24110TG1889PLL00RT23

Certificate Ne.: M18602316/ Page S of 5
Ceprudicar Ne: 03FP190053618 | Cropinka 535
Sr.No Test / Specification / Result/
Mesfn|  Dowasmme scocri Honyerami mend Pesysnrar
Labelling Should correspond fo the MQC requirements Complies
Maprynanus Hosermzo simnoninara sesoram MEH Bimnosinae
Packaping Should correspond 1o the MQC requirements Complies
Haxyranun Hopummo elnuosinars smvoran MKS Bimmonimae

I heraby certify that the above information is murhentic and aveurate. This batoh of product has been manufuctused,
including packaging/labeling and quality control af the above mentioned site in Sl compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The batch
processing, packaging and analysis records were reviewed and Jorund to be in comiplianee with GMP.

Hune st saceiowyro, wo naeedena suwe Inopmayia e Socmosiproro ma mounow. Lo cepivo npodyryit 6yno eupobineno
(srmon@iow naxysanus/uaprys ) ma xonmpons It frocti #a euwesasuavenilt eupobuidiil dinvragi npopeedeno y
nosiiil ¢idnogidnocni 3 sumozan GMP, scmanosnenumu smicyeein DPESYRRTNOPHILE OP2AHOM, @ MIGRONC IOR0eidHe du
cneyudicayly, wo micmumest 6 pecempayiimony doewe. Hpomoronu SUPOBHUYTIIGQ, NOKYSANNA Ma anarisie Gymo
NEPESSHYHIO I BCMOROENO ¢idnoeiduicns GMP. '

Name

Position of person authorising the batch release
Npisemine

Hocana ocobu, 1xa Buana IOIBIN Ha BHITYCK cepil

P.VINAY KUMAR ,

Manager, Quality Assurance

L BIHAM KVMAP

Meneroren, 3a8esneyenun sreocrt

Signature of person authorising the batch release

)/m.\\\
8, H
{\& f I >

Himaue.ocobn, ska BrIaNa KOIBIT HA RHILYCX Cepii

Date of signature . Vo ¥AE a%
Jara nipnwcanns

Factory : 22-110, IDA-Jeedimetla, Hyderabad - 500 055. Tel : 9?&@23&8{31?'{172[?31?4 Fax : 91-40-23005105
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