Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIUIA

Product ; Telsarlan (Telmisartan) Tablets 40 mg I
Tpoaykr: Teacapran™ (teamucapran) Tabnetkn 40 mMr |

Batch No / : B2304201 Batch Quantity / 1 406.000 KG/
Cepna Na o O0bem ceprm 406,000 KI"
Anatytical Repert No / : 2002FP23003003 Date of Analysis / i 02-01-2024
Anasmmiriecrnii oruer Ne Aara anamusa

Date of Manufacture / i 10/2023 Date of Expiry / ¢ 09/2026
JaTa UPOHINOACTBA Loaen po

Analysis performed according ND / Ananms uﬁon-cueu no M/ JITI-004161-030620 (ﬁmund Ne 1 [rom
17.08.2020 / y3m. Ne | o1 17.08.2020, amend No 2 from 13.01,2021 / sam. Ne 2 or 13.01.2021)

Test / Moxazatens Result / Pe3y.aLTaThl Specification / Hopma

No
Ne

1 | Description / Quncanne | White modified capsule shaped, | White to off white, modified capsule'
biconvex tablet with ‘T’ & ‘L’ | shaped, biconvex tablet with ‘T”> & ‘L’
debossed on either side of breakline | debossed on either side of breakline on
on one side and ‘40’ debossed on | one side and ‘40" debossed on other
other side. / Tabnetka | side. / Tabnerka KATNCYIOBHAHOH
KaTCy IOBHAHOM dopmel, | dpopmel, nroaKoBLITY KA, 6enoTO HAK
IOBOAKOBBIMYKNIAS, GEJOI0 1(8ETA, HA | MOMTH  Ocnoro  umwera, Ha  OJHOK
JHOM  CTOPOHE PA3HAENMTENbHAA | CIOPOHE DAsACAMTEIbHAS PHCKA X
pucka u tucnenHe «T» w «L» mo | Tncuenmme «T» uw «L» 1o pasusic
PABHEIC CTOPOHBI OT HEE, HA APYYOH | CTOPOHKL OT HCC, HA APYIOH CTOpOHC
CTOpOHe TUCHEHHE «40%. THCHEHHE «40»,

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumenanne: IIpogyrt coorBetcrryer tpeSopanuam HI 3akmouenue: OXOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUGWKAT AHATIN3A

Product ; Telsartan (Telnisartan) Tablets 40 mg
Mponyier: Teacapran™ (reasmcapran) Tadaerri 40 mr

Buteh No/ : B2304201 Batch Quantity / ¢ 406.000 KG /

Cepus No i N _ |Ofiness cepun 406,000 KT .
Analytical Report No / T 2002FP23003003 Date of Analysis/ : 02-01.2024

Argrrneecoii o raer N W Mara asaamn B o

Daie of Manufacture / v 1072023 Dute of Expiry / ;o 09/2026 —
Jlara nponipojctea = rypevr o0 B

Analysis performed according ND / Ananms uponcacu uo HI: TIN-004161-030620 (amend Ne | from
17.08.2020 / 3y, No | ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3ne. Ne 2 o7 13.01.2021)

;oo Test / Mowkasarens Result / Pesyanrarn Specification / Hopma
2 | Identification / The retention time of the main peak | The retention time of the main peak in
IMopnuurocTt, in the chromatogram of the test | the chromatogram of the fest sojution
solution correspond to that in the | should correspond to that in the
chromatogram  of  telmisartan | chromatogram of {elimisarlan reference
reference standard solution (section | standard  solution (section  Assay), /
Assay), /| Bpemst yAepAMBaHHS OCHOBHOTO MHKA
Bpemst  YACPXKMBAHHA OCHOBHOIO | HA  XPOMATOTDAMMC  HCHBITYEMOroO
KA HA XPOMATOrpaMMe | pacTBOpa  AOMKHO  COOTBETCTBOBATH
HCIBITYCMOrO pACTBOpA | BPCMECHA  YICPKMBAHMN  OCHOBHOIO
COOTBETCTBYET BPCMEHH | MuKA HA XPOMATOTPAMMC pacTsopa
YICPXKHBAHMS OCHOBHOIG INHKA HA | CTAHAAPTHOTO 06pa3ua TeAMWCAPTAHA
XPOMATOTPAMME pactsopa | (pazaen «Konmuuecracioe
CTAWIAPTHOTO ofpasi@ | OMPEACICHACY).
TEJIMHUCAPTAHA (pasuen
«KosauiecTBEHHOE ONPEACICHHUC
3 | Assay / Kosmuecroermoe 40.2 mg /40,2 Mr 38.0mg to 42.0mg of Cy3H;3N4O;
onpeacaeisie (100.5% / 100,5%) (telmisartan) (95 to 105 % of label
claim) per tablet, / Or 38,0 mr mo
42,0 mr Cy3H;3oN.O; (renmucapTau) (ot
95 mo 105% OT HOMUHANLHOTO
conepxanus) B Tabiaerke.
4 | Water / Bona 1.7% wiw 7 1,7% Not more than 6.0% w/w /
He 6ounee 6,0 %
5 | Disintegration time / 08 Minutes 10 seconds/ Notmere than 15 min /
Pacnagaemoctsn 08 mny 10 cek Hce Gonee 15 MuH
6 | Dissolution / 101%, 102%, 101%, Not less than 75 % (Q) of Cs3H30N4O;
Pacriopennc o . R (telmisartan) in 30 min, /
103 A)’ 103 A)’ 103% HC mcHee 75 % (Q) CBH_wNaOz
- (TeamucapTan) Yepes 30 Mu.
Remarks : The Product conforms to ND / Conclusion : APPROVED/
TMpumeyanne: Tlpoayxr coorsercrsyer tpeGosarusm HJ Jacuoaenne: OJOBPEHO
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Uncontrolied Copy

Product ;°

Baich No /
Cepuns Ne
Analytical Report No/
Anamrnuccknit orucet N
Dute of Manufacture /
Jlara upoBojicTna

2002FP23003003

10/2023

CERTIFICATE OF ANALYSIS
CEPTUGMKAT AHATIM3A

Felsartan (Telmisartan) Tablets 40 mg
fipogyer: Teacapran™ (reasvmcapran) 1adaerin 40 ar
1 B230420]

| OfLem cepun
| Mara anadansa
Date of Bxpiry /
Fojeni o

No

Test / MMoxkazarenr

Buaich thtity /

|Date of Analysis /

+ 406.000 KG /
406,000 KI°

02-01-2024

;0972026

Analysis performed accordmg ND / Apanus nponeaen 1o H)I, JI1 100416 1-030620 (amcnd Ne | from
17.08.2020 / man, Ne 1 o1 17.08.2020, amend No 2 from 13.01.2021 / wim. |

52 or 13.01.2021)

Result / Pesymratni

Specification / Hopma

Ne | N
7 |Related Substances /

Poacrnenubie npumecu

Not detected / ne obnapyzxeHa

Not detected / He 0OHAPYIKCHA

0.01%/0,01%
Not detected / ne o6HapyxeHa

Not detected / He 0GHApy»CHA

0.01%/0,01%

Less than Limit of Detection (LOD =
0.017%) / Huxe npcaena
obnapyxcuus ([10 = 0,017%)

Not detected / He oOHapyxeHa

Impurity A — not more (han 0.2 % /
npumccs A — we Gouee 0,2 %

Impurity B — not more than 0.2 % /
npumecs B — e Gonee 0,2 %

Impurity D — not more than 0.2 % /
mpnseck D — e 6onee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npumecs TMS1 — ne 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / mpuMECh NUMCPHOM XHUCTIOTHI —
He 6onee 0,2 %

Chloro analogue impurity- not more
than 0.2 %/ npumech XNOPO AHANOTA —
ne 6onee 0,2 %

Any unspecified impurity — not niore
than 0.2 % / eauHuIHAS
HEHACHTU(YHIH POBAHHAS TPUMEC -

He 6onee 0,2 %

Total impurities — not more than 1.5
cymMa npamveceit -+ He 6oaee 1,5 %o.

%/

8 | Uniformity of dosage
units/
OnopoauocTL
JHO3UPOB AHS]

1571,

The acceptance value (AV) should be
less than or equal to 15.0/
TToxrasatens npiemiacMocTd (AV)
nomken Ot He Bonee 15,0,

9 | Microbiological limits* / Muxpo6uonoriuccieast Yucrora*

Count / Obuee uncio
a3POOHBIX MHKPO-
OprafH3MOB

YHCNO0 APOAHOKEBBIX
IJICCHEBLIX TpUOOB

¢) Escherichia Coli

a) Total Acrobic Microbial

b) Total Combined Yeast
and mould count / Obuce

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 gram /
OrcyterByer B L

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
He 6once 100 KOE/MT

Absent in 1 gram /

Orcyrcrene B 1 1

Remarks ;: The Product conforms to ND /
Hpanveuannc: Mpoaykr coorrercrayer Tpebosanmuam HJL

Conclusion : APPROVED /
Baxmovennc: OJAOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

[ No

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANWUIA

Telsartan (Telmisartan) Tablets 40 mg
aprai” (reamcapran) taéacekn 40 mr
: B230420

Product :
Tpoayier: Ten
Batch No/
Cepnn Ko _
Analytical Report No/ s
Awmameenaeckii oruer Ne
Date of Manufacture / 4
JLara uponinoac s

Ohuem cepiim

”()U”l P2 J'U(J%( )
Jlara amdusa

10/2023
_|Toaen xo

-BMJ Quantity /
Datc of Anaivsné /

Date of Expiry /

+ 406.000 KG/
406,000 KI”
02-01-2024

s 0972026

Analysis performed according ND / Ananng nponc aeu o HIL: JIT-004161-030620 (amend No 1 from

17.08.2020 7 m3m. Ne 1 ot 17.08.2020, smend No 2 from 13.01.2021 / m3s. No 2 ot 13.01.2021)

Test / ITokasarean Result / Pesyanratnt

No

Specification / Hopma

10 1ablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and
a paticnt information leatlet in a

10 | Packaging / Yuaonka

carton. /

ITo 10 Tabacrox B Oanctepe M3
(TIBX/AVITA) (lonsru /
amompramesoit  Qonpru.  ITo 3

faMcTCpa BMCCTE € HICTPY KILKCKH 110
MPUMCHCHHIO B NAYKY KAPTOHHY'O.

7 tablets in a (PVC/AIPA) foil /

aluminum {foil blister. 2 or 4 blisters
and a patient information leaflet in a
carton,

10 tahlets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Mo 7 Tabmerok B Oaucrepe mu3
(TIBX/AIITA) (honers / amoMHUHBUCBO i
(honbru, [To 2 wm 4 Oaucrepa ByccTe
C HHCTPYKIMCH 00 OPUMCHCHHIO R
MTAUKY KAPTOHHY IO

Ilo 10 TaGaerox 8B OnHcrepe w3
(TIBX/AI/TTA) qonsry / amoMUHHEBOM
(oasrr, Tlo 3 Oancrepa pmecTe ¢
UHCTpy l(l.ll/lCi"( oo TIPEMCHCHIEO B
AYKY KAPTOHHYIO.

11 | Labeling /Mapkuponka

According to ND /B cooreercteun ¢ H/L

12 | Storage condition /
Xpaueune

Below 25 °C / [1pu Temnepatype He Byime 25 °C

13 | Shelf-life / Cpox
CONOCTH

3 years / 3 roaa

*Test is performed periodically with the interval of | in 20 batches, or at least once a year. The test can be
absent in the Certificate of Analysis / [IpoBOHTCH NPOH3BOAMUTENICM NPH BILYCKE NEPHOAMUCCKH: AL KAIOH
20-03t cepun uiK He Mekee | pasa B roa. Tlokasarenn MOxeT ObiTh He BKIOUCH B CopTudurar anannsa UpMI,

Remarks : The Product conforms to ND /

Npumenanne: [poayvir cooTeercrayer Tpebosanmam HJT

Conclusion : APPROVED /
3aaouenne: QXOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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