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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y

| 1| Name of Product TENOHOPE FT-0770/22 | 2| Manufacturer India ;
; {Tenofovir Disoproxil Country |
Fumarate 360 mg) N !
Haiimenypanus Tenoxon Date: Hepwapa - BupoGuur | Inpgin
| npoaykuil (Tenodosipy 17/07/2022 1
AHZONPOKCHAY Aara: !
y $ymapaty 300 mr) 17.07.2022
l'3 | Registration Certificate 4 | Strength/potency of 300 mg
: No - UA/13279/01/01 the med“i'citml pro‘duct ]
: Homep peecrpaniiino- Cuaa i/ akrasuicrs | 300 ar :
: 7O NOCBiAUeHHRA Jikapesroro 3acoly
.5 Dosage Form Filin coated tablets, 300mg 6 | Pack Size Ne 30 (1 x 30) in bottles,
! in carton box
! Jlikapcora dopma Tabnerku, BKPHTI NAIBKOBOIO Posmip i Tun Ne 30 (1 x 30) y daarouax,
| ofioaoukoio, 300 mr YHaKOBKH vV KapToHuiil ynarosui
: 7 | Packing Batch No 8| Date of
| ETA322005B Manufscloring . geraoz2
: H()ﬂ.tep YRR Aara supodbunursa i
cepit 3
Packed Batch Size 32100 tablets (1070 packs) 9| Date of Expiry |
Posmip ynaxosaunsuol 32100 rabacrox (1070 ynakoBok) Jara 3axinveHnn 058/2024
cepii. Tepmigy mpuaargoeri | ‘
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited i
Unit-I1, Plot 12, 15, 21, 23, 24, 25,26, 27,28 & !
| 30, Survey No, 366, Premier Industrial Estate, .
| Kachigam, Daman, 396210, India, i
' N Mfg. Lic. Ne DD/375, Ne DD/376. 1
Halisenypauns, MiCUeIHAXOMKCHHSA TA HOMepPH AiLeH3iH Beix Mareoac PapmacsioTaraic Jdinmitea
ALISHOK N0 BHPOOHHUTBY | KOHTPOIIO SIKOCTI ®asa 11, TTaor Ne 12, 15,21, 23, 24, 25,26, 27, 28
i 30, Cropseit Ne 366, Ilpem’ep Inaacrpiaa lereiir, i
Kauuram, dawan, 396210, Inais, ‘
Bupoluuua, aiuensis N DD/375, Ne DD/376 »
- 11§ GMP Certificates No / Date 069/2021/GMP  Valid till 13.07.2023 )
| Ceprudixarn sixnosianoeri GMP aas seix aiannor no supod- | 069/2021/GMP  Crpox aii 20: 13.07.2023 |
HHUTBY i KORTpomo aocti abo (rpu HasiBHOCTI) HOMepa 2
_____| nocuaann 8 Gasi aaunx Eudra GMP _ *
i 12 | Result of Analysis/ PesyanTaTy nposesenus anajiiy. o
! Sr. ;
No. Tests/ Specifications/ Results/
i N [Moxasnurn Cneundixanis PesysanTat |
wn |
E 1 Deseription Oval biconvex film coated tablets, blue color with "CL | Oval biconvex film coated tablets, blue
! 77" inscription from one side and plain from other side. | color with "CL 77" inscription from one |
} o side and plain from other side. *j
{ Onuc Onansni apoonykai Tabaerku moxputi nuisro-goo | Osansni asoosryrai Talaerku nokpuri |
! 000I0HK010, BAAKHTHOIO KOALOPY, 3 Hamcom "CL 77" | naisxoBoto  000f0HKOW,  0aaKHTHOTO |
? 3 oanoro Goxy i ranaxi 3 inworo, KOALOPY, 3 Hanucom "CL 77" 3 oavoro |
oKy i raaari 3 inmoro. i 1
2 | Identification i, o
| Tenofovir | The retentioff fime of.the inajor peak in the | Complies g |
/,” s 2 i \‘, ) ; o “
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BACLEQLY
HHHUBHI g

disoproxil
fumarate

chromatogram of test sample corresponds to that in
the chromatogram of the standard sample obtained
in quantitative test.

The spectrums of the test and standard sampﬂles shall
be the same,

Complies

: Coloring materials

Indigo Carmine

.

Qualitative reaction

Complies

4 | Disintegration

Not more than 30 minutes

02 minutes 03 seconds

»n

upH cywinni

Pacnaganun He Ginvie 30 xsuanu 02 xBuannu 03 ceryni
! Loss on drying Not more than § % (w/w) 0.95 %
[ Brpata macu He Ginbie 5 % (m/m) 0,95 %

[ Dissolution

Not less than 80 % (Q) of declared quantity after
30 min

(4) 100_(5) 100_(6) 100

E Posunuuicts He menwuie 80 % (Q) Bia 3assnenol kiaswocri 3a () 100 (2) 161 (3) 100
; i 30 xpninine, (4) 100 (5) 100 (6) 100
' 1 7 | Uniformity of Acceptance Value (AV) £ 15.0 0.93
dosage units
Onuopiauicrs Npuiimansue uncio (AV) < 15,0 0,93
A030BAHUX
OANHMILL
8 | Related For Release:
compounds Impurity A - not more than 1.5% 0.30 %
Adenine - not more than 0.2 % Below Limit of Quantitation
‘ Individual Unknown Impurity - not more than 0.2 % | Below Limit of Quantitation
;, Total Impurities - not more than 2.5% 0,30 %
’ For Shelf Life:
Impurity A - not more than 3.5%
; Adenine - not more than 0.2 %
i Individual Unknown Impurity - not more than 0.2 %
Total Impurities - not more than 6.0%
Cynyrni Hpu eunycky:
Jomity Jdomiurka A- ue iavie 1,5% 0,30 %
! Aaenin- ge 6iaswe 0,2% Hive Mo KiIbKICHOTO BHIHAYECHHS
Inausinyasabtol uesizomol gominikn-ge diapme 0.2% | Humue mewi wibKkicHoro susnatenns
Cyma gomitnox-ue dinpine 2,5% 0.30 %
Hanpurinyi mepsiny nptu)anmmmt
MACLEODS Ukraine /7~ Yxpaiua '
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LIMITED Ldoihutﬁi‘\?ﬁi&a étr,, ‘ZrD sy 3noadyuiscbra,7-Jd
020 02081

Tea/Darc: +38 044 574 42 94 N

Titanium Formation of yellow coloring after adding 30% (w/w) | Complies |
Dioxide hydrogen peroxide solution. o
Lreurndixanis B
Tenodosipy | Yac YTPUMYBAHHS OCHOBHOIO Niwy ua xpomato- | Bianosinac i
AMZONPOKTHAY rpamMax BuOpoSyBaHOro i cranaaprHoro posynnis ’
$ymapar orpuManux y posaiai «Kigbricse Busnauenum, mac ‘
sGirarucs.
! Cnexrps BHitpodyBanoro ta cTaHaapTHolro 3paiwis | Bianosiaac
f noBuHAI 3BiraTHEeR. [
| bapsHukn
! [ugirokapmin Hxicua peakuist Bianosinac N
Ttosipa wostoro dapbypanns npn aoaasanui 30% | Coorsercrsyer :
Turany giokent | (maca/o6'cM) POZUBHY NIEPOKCHIY BOAHI, o |
3 1 Average weight 685.0 mg + 5.0% 682.89 mg B
Cepegnsi Maca 685,0 mr =+ 5,0% 682,89 mr

______
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Aomimxa A- ne Gisne 3,5%

Anenin- ne Goaee 0,2%

Inausizyanbuol uesigomol aomimiry -ne Hinbire 0,2%
Cyma pomimor-ue Gianuze 6,0%,

9 | Quantitative

For Release:

{90,0% - 110,0% sin 3astBaenol Kiabrocri) .

test of From 285.0 mg to 315.0 mg in a tablet (95.0% - 301.35 mg
Tenofovir 105.0% of the declared qu.mmy) 100.4 %
disoproxil For Shelf Life:
fumarate From 270.0 mg to 330.0 mg in a tablet (90.0% -

110.0% of the declared quantity)
Kianricue Han eunyera:
BHIHANCHHS Bizx 285.0 mr no 315.0 mr B Tabacrui 301,35 mr
Tenodosipy (95,0% - 105,0% sia 3ausaenol kiabroceri). 100,4 %
AHIOIPORCHIY Haa cpora zodnocne:
hymapar Bix 270.0 mr a0 330.0 mr 8 TaGaerui

10 Microbiological
quality

The total quantity of aerobic bacteria (TAMC):

<10° CFU/g

The total quantity of yeast and mould fungus
(TYMC): < 10* CFU/g

Ahsence of Esclierichia coli in 1 g of preparation.

Less than 10 CFU/g
Less than 10 CFU/g

Absent

Mikpobioaoriu-
HA YACTOTA

i

i

B npenapari aonyckaernen:

{3aranbie aueao aepobuux mikpooprauwismis (TAMC()
—~ue Ginswe 10° KYO/r;

3arajibHe YHCA0 ApIAUKeBHX Ta uHcnesux rpudis
(TYMC) - ne Gianue 10° KYO/r.

He aonycraernes Escherichia coli y 1 r npenapary.

<10 KOE/N

i <10 KOF/r

He 3uaiaeno

13 | Comments (if any)

Komenrapi (npu
| nanBuoCTi).

14!

Application for
Certification

"I hereby certify that the above information is true and accuvate. This series of products have
been produced (including packaging / labeling) and conducted quality control on the above
mentioned stations in full compliance with the requirements of GMP, set by the local regulatory
authority, and in accordance with the specifications contained in the registration dossier or trade
license of the country of the manufacturer or importing country if the products imported or file .
specifications in preparation for the investigational product, Minutes of production. packaging
and testing were reviewed and the correspondence GMP»,

3asiBa npo
ceprigikanio,

. HeperJastiyTo i BCTaHoBAeHOo Bianopianicts GMP »,

«llnm 7 migrsepaRyto, nio HapegeHs nuine indopmanin € JoctoBipHow i Tounow, [ho cepiw
npoayxuil 6yn0 BupobaeHo (BKIIOUMAIONH YHAKOBKY / MADKYBAHHN) | NPOBEIEHO WOHTPOIL 1T
sSocTi na pume sasnadenii Alanui 8 nosniit sianosiavocri 3 savoramn GMP, seranoBacuuMy
MICHEBHM PerYISITTOPHHM OPraHoM, a TAK0XK Y Bianosiguocti 3i cneundikauinamu, wo micrarnes
8 peecrpauiiinomy aocke afo pecerpaniiinomy nocsigvcnni xkpaiuu-pupoduuka abo kpainu-
iMmopTepa, ®KIMO Apoaykuis iMnoprosana, uM B jocbe cneunpikauiit Ha ppenapart aaa
AocAmRYBaHOrO AikapesKoro 3acofy. [TPOTOKOM BUPOOHHUTBA, YNAKOBKH Ta aHaxizis Byao |

15

Name and position / title of the person issuing the permit issue series /
{Ipizsuuie Ta nocaja / 3BaHuA 0coGH, KA BRAAAN A03BII HA BHNYCK copil.

Prepared by/Ilinrorosseno Prepared by/Ilepesipeno Prepared by/3avsepaseno
H001429 HO16049 016783
Ganesh Ramakant Raut Miral Bhagat Abhishek Sagade
18/07/2022  12:09:31 ISWM{Z 41:26 18/07/2022 17:58:49
16 | Date of Signing/ lata nignucanns, P 18/07/2022
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