Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

|Pr0duct : Telsartan (Telmisartan) Tablets 80 mg
Mpoaver: Tencapran” (Teamucapran) rabaerin 80 mr

IMarket/ PLiHOK

: Russia / Poccus

| Batch No. /

|Batch Quantity /

: B2403214 : 406.000 KG /406,000 KI" '
_|Cep|m Ne Pazmep cepun i
' Analytical Report No./ . 2002FP24002507 Date of Analysis/ 16-10-2024 |
AHanuTHYecKHil oTyeT No T - JlaTa anannza ‘
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027 ‘
Jara npousBojacrea Togen no |
Mfg. License No. / [
IlponssoacTeeHnasn : 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-004161 '
Juuessnsa Ne

Analysis performed according ND No / Ananns nposenen no HJ{ Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne 1 or
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uam. Ne 3 ot 05.09.2023

Pagel of 5/Crp.1u35

Pacnagaemocrhb

09 muH 56 cex

J]\j{oo Test / [TokazaTean Result / PesyabTaTsl Specification / Hopma
1 | Description / Onucanue White, capsule shaped, biconvex tablet with “T” | White to off-white, capsule shaped, biconvex tablet
and “L” debossed on both sides from break line |with “T”" and “L” debossed on both sides from break
on one side and “80” debossed on the other side. |line on one side and “80” debossed on the other side.
/ Tabnerka KarncyJoBUAHOM dopmsr, |/ Tabnerka KarncynoBHIHOM Gopmb,
IBOSIKOBBIMYKNasi, GEoro LBeTa, Ha ONHOM |ABOSKOBBIMyKias, GeOro Wiy mouTH 6enoro usera,
CTOpOHE pasfleNMTeNbHAA pHCKAa M TCHenue |H2 ONHOH CTOPOHE pasienuTenbHas pucka
«T» u «L» 1O pasHble CTOPOHbI OT Hee, Ha | TICHEHNME «T» u «L» mo paszHele CTOPOHBI OT Hee,
JIpYToii CTOpOHE THCHeHHME «80. Ha Jpyroi cropoHe THcHeHue «80».
2 | Identification / The retention time of the main peak in the |The retention time of the main peak in the
MoanuHHOCTD chromatogram of the test solution correspond to |chromatogram of test solution should correspond to
that in the chromatogram of telmisartan |that in the chromatogram of telmisartan reference
reference standard solution (Assay section). / |standard solution (Assay section). /
Bpema ypmepuBaHMs OCHOBHOTO IHMKa Ha |Bpems  yoepKMBaHMST OCHOBHOTO [MHKa Ha
XPOMAaTOrpaMME  HCIBITYEMOrO  pacTBOpa |XpOMaTorpaMMe HCIBITYEMOrO PacTBOpa HOJHKHO
COOTBETCTBYET BPEMEHH yIOepKUBaHUS |COOTBETCTBOBATH BpEMEHH yAEp>KUBaHUs
OCHOBHOTO MMKa Ha XpOMaTOrpaMMe pacTBOpa |OCHOBHOTO MHKa Ha XpOMaTorpamMMe pacTBOpa
cTanaapTHoro obpasua TenMucapTaHa (pazaen craHgapTHoro obpasua TenMucapraHa {pazien
«KonuuecrseHHoe onpeneeHue «KonnuecTBeHHOE OMpeneneHue).
3 | Assay/ KoaudecTBeHnoe 80.9 mg/ 80,9 mr 76.0 mg to 84.0 mg of Cs3H30N4O; (telmisartan)
onpegenenue (101.2%/101,2%) (95 to 105 % of label claim) per tablet. / Ot
76,0 mr 1o 84,0 mr C33H3oN4O; (tenmucapran) (ot
95 no 105 % oT HOMUHANILHOTO coaepKaHus) B
Tabsaerke.
4 | Water/ Boaa 2.1% wiw/2,1% Not more than 6.0% w/w /
He 6osiee 6,0 %
5 | Disintegration / 09 minutes 56 seconds/ Not more than 15 min/

He 6onee 15 muu

Remarks : The Product conforms to ND /
Ilpumeuanue: Ilpoaykr cootBeTcTByeT TpeGoBanuam HJL

Conclusion : APPROVED /
3akmwuyenue: OJIOBPEHO

Prepared by / IloarorosineHo:
D. Latha - Quality Control- Team Member

-

Checked by / IlposepeHo:
T. Venkata Ramana- Quality Control-

Team Member g[

Approved by: Manager/Executive /
OmnobpeHo: Menemsxkep / Pykoeoaurens
Ajay Kumar- Quality Assurance- Team
Member O

Date /JTata: 17-10-2024

Date /dara: 17-10-2024

Date /laTa: 17-10-2024




‘Dr. Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

'Product : Telsartan (Telmisartan) Tablets 80 mg
Tpoaykr: Tencapran® (Teamucapian) Tabserkn 80 mr .

Market / Poinok : Russia / Poccus

; :
Betehi8s ¢ . B2403214 Batch Quantity / . 406.000 KG / 406,000 KI
Cepusi No Pazmep cepunr
Analytical Repourt No./ . 2002FP24002507 Date of Analysis / 16-10-2024
AHanuTnyecknii otuer Ne JlaTa anannza
Date of Manufacture / . 23.08-2024 Date of Expiry / . 31-07-2027
Jara nponssoacrea I'open no
Mf{g. License No./
IMponssoncreHnasn : 63/RR/AP/96/F/R MA number: / Homep PY : JITT-004161
JuueHsns Ne

Analysis performed according ND No / Ananus nposeged no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / mam. Ne 3 oT 05.09.2023
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I}? Test / ITokazarean Result / PesyabTarsl Specification / Hopma
6 | Dissolution / 100%, 101%, 102%, 99%, 99%, 102% Not less than 75 % (Q) of Cs3HzoN4O»
PacTBOpeHue (telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H30N402 (TenmucapraH)
yepe3 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Huxe npenena|Impurity A — not more than 0.2 % /
PopcTBenHble MpuMecH konudecTBeHHoro  ompegenieduss  (ITIKO  =|mpumech A — He Gostee 0,2 %
0,003%) .
Impurity B — not more than 0.2 % /
Mot dotootod / 110 061apyacona mpimooL B 110 6oseo 0,2 9%
Not detected / He 06HapyeHa Impurity D — not more than 0.2 %/
npumecsk D — He 6osee 0,2 %
Less than LOQ (LOQ = 0.006%) / Huxe npenena . N
KojuuyecTBeHHoro  onpenenedus  (IIKO = Impuif LS AGRROS than00.2 it
0,006%) npumecs TMS1 — He Gonee 0,2 %
Dimer acid impurity — not more than 0.2 %/
Not detected / He obHapyxeHa npuMech TUMeEpHOH KUCnoTh! — He Gonee 0,2 %
Less than LOQ (LOQ = 0.005%) / Huxe npenena | Chloro analogue impurity— not more than 0.2 %/
KoNMuecTBeHHOro  ompepeneHus (IIKO  =|mpumeck xyiopo ananora — e 6onee 0,2 %
1) .
0,005%) Any unspecified impurity — not more than 0.2 % /
Less than Limit of Detection (LOD = 0.017%) / 2[;”6};1‘;?3 ;i/]meHT“qmu”pOBaHHaﬂ npreeh =
Hwxe npenena o6Hapyxenus (ITO = 0,017%) i
Not detected / ne o8uapyskena
Total impurities — not more than 1.5 %/ cymma
npumeceit — He Gonee 1,5 %.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTseTcTBYeET TpebGoBaHuam HJI 3akaruenne: OJOBPEHO
Prepared by / Tloarotoenexo: Checked by / IlpoepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team Member T. Venkata Ramana- Quality Control- OnobpeHo: Menemxep / Pykosoautesns

Team Member Ajay Kumar- Quality Assurance- Team
‘! Member o~

Date /Jlata: 17-10-2024 Date /lata: 17-10-2024 Date /Hata: 17-10-2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
[ Mpoayxr: Tencapran” (Teamicapran) Tabsercn §0 mr

.Market / Pb1nOK

: Russia / Poccus

R
e . B2403214 L i Quantiad] : 406.000 KG / 406,000 KT
Cepug Ne Pazmep cepin
Analytical Repourt No. / . 2002FP24002507 Date of Analysis / 16-10-2024
AHanHTHYecKHii oTyeT Ne Jara anaausa
Date of Manufacture / . 23.08-2024 Date of Expiry/ . 31-07-2027
JlaTta npousBoacTBa IN'ogen ao
Mfg. License No. /
TpoussoacTeennan : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-004161
JuueH3us Ne

Analysis performed according ND No / AHanu3 nposeaen no H/L Ne: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / nuam. Ne 1 o1
17.08.2020, amend No 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023
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l}? Test / [lokazatensb Result / PezyabTaThl Specification / Hopma

8 | Uniformity of dosage 1.7/ 1,7 Acceptance value (AV) should be not more than
units/ 15.0/
OaHopoaHOCTH [Tokazatens npuemnemoctH (AV) nomkeH ObITh HE
JIO3HPOBAHHUS Goniee 15,0.

9 | Microbiological limits* / Mukpo6uonaoruieckas uncrora*

a) Total Aerobic Microbial
Count / Obuiee uucno
a3poOHBIX MUKPO-
OpraHu3MOB

b) Total Combined Yeast
and mould count / O6wiee
YNCTNO JPOMOKEBBIX U
IIECHEBBIX TPUOOB

¢) Escherichia Coli

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

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

Absent in 1 gram /
OtcyrctyerB 1 r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Not more than 10> CFU/g /
He 6onee 10? KOE/r

Absent in I gram/
OrcytcTBUEB 1 T

Remarks : The Product conforms to ND /

ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBauusm HJI

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by / I[ToarotosneHo:
D. Latha - Quality Control- Team Member

Ly

Checked by / TIposepeHo:
T. Venkata Ramana- Quality Control-
Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonurens
Ajay Kumar- Quality Assurance- Team
Member A

Date /[ata: 17-10-2024

Date /Hara: 17-10-2024

Date /ara: 17-10-2024




| Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Npoaywr: Teacaprau” (Teamicapyan) tadaerxn 80 mr

Market / Poisox

: Russia / Poccus

i .

aiCHiNG=r/ : B2403214 | Batch Quantity / . 406.000 KG / 406,000 KT

|Cepns Ne Paszmep cepun

Analytical Repo“rt No. / . 2002FP24002507 | Date of Analysis / 16-10-2024

AnanuTiyeckuii oTyer Ne Jara aHanau3za |
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

Jata npoussoacTea T'ogen no

Mfg. License No. /

IlpousBoacTeeHHan : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-004161

JHUeH3uA Ne

Analysis performed according ND No / Ananns nposened mo HJ Ne: JINT-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne 1 ot
17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 ot 05.09.2023
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I}g Test / ITokazaTenn Result / Pe3yabTaThl Specification / Hopma
10 | Packaging / ¥Ynakoska 10 tablets in a (PVC/AI/PA) foil / aluminum foil |7 tablets in a (PVC/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information |blister. 2 or 4 blisters and a patient information
leaflet in a carton. / leaflet in a carton.
Ilo 10 Tabnetok B Gnucrepe n3 (IIBX/AI/TIA) |10 tablets in a (PVC/AI/PA) foil / aluminum foil
donern / amomunueBoit ¢onsru. Ilo 3 [blister. 3 blisters and a patient information leaflet in
6nuctepa BMecTe ¢ MHCIpyKuMed 0o |a carton./
NPUMEHEHHIO B AYKY KapTOHHYIO. [To 7 Tabnerok B Onucrepe u3 (IIBX/AI/TIA)
tdonbru / amomuHueroit doneru. Mo 2 wnm 4
Onucrepa BMECTe C MHCTPYKLIMEH MO MPUMEHEHHIO
B Ma4YKy KapTOHHYIO.
ITo 10 Tabnerox B OGnuctepe uz (IIBX/AI/TIA)
doneru / anmomunuesoii donwru. Ilo 3 6aucrepa
BMECTe C MHCTPYKUMEH MO MPUMEHEHUIO B MaykKy
KapTOHHYIO.
11 | Labeling /MapkupoBka According to ND / B cootreercteun ¢ HJI
12 | Storage condition / At temperature not higher than 25 °C / IIpu Temniepatype He Bbilne 25 °C
XpaHeHue
13 | Shelf-life / Cpok roanocru | 3 years/ 3 rona

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once per year).
The parameter may be absent from the Company's certificate of analysis.
* TIpoBOAMTCS POU3BOANTENEM MPH BBITYCKE NEPUOAMHECKH (C HHTEPBATIOM B OAHO MCIIbITaHKe Ha 20 cepuii uiu He Meee | pasa B ron.)
TMokazaresnb MOKET GbITb HE BIJTIOUEH B CepTU(IMKAT aHANM3a (UPMBI.

Remarks : The Product conforms to ND /

IIpumeuanne: [Iponykr cootBeTcTBYET TpeGosanusam HJI

Conclusion : APPROVED /
3axkmoyenue: OJJOBPEHO

Prepared by / Iloarorosnexo:
D. Latha - Quality Control- Team Member

Ly

Checked by / ITposepeHo:
T. Venkata Ramana- Quality Control-

Team Member i

Approved by: Manager/Executive /
OnobpeHo: Meunemxep / Pykosoaurens
Ajay Kumar- Quality Assurance- Team
Member n

Date /[Jara: 17-10-2024

Date /Hara: 17-10-2024

Date /lata: 17-10-2024




| Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

|Product : Telsartan (Telmisartan) Tablets 80 mg
NMpoayxr: Teacapran” {Teinucapran) Tabsueticn 80 mr

Market / Poinok : Russia / Poccusn

JUueH3us Ne

[pratch Noal : B2403214 Batch Quantity / : 406,000 KG / 406.000 KT
|Cepus No Paimep cepun

Analytical Repourt No. / . 2002FP24002507 Date of Analysis / 16-10-2024
AHanuTHuecksii oryer No JlaTa anannsza

Date of Manufacture / . 93-08-2024 Date of Expiry / . 31-07-2027

JlaTra npon3BoacTBA T'onen no

Mfg. License No./

IMpoussoacreennasn : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-004161

Analysis performed according ND No / Anann3s npoeeaen no HJ[ Ne: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne 1 or
17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Na 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023
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API name (INN) / HaumenoBanne A®C (MHH):

Telmisartan / TejMucapTan

APl manufacturer batch number /
Homep cepun npoussoautens ADC:

ABRHO006769 & ABRH006821

FP Manufacturer APl Batch number /

Homep cepuu cydcTanuuu npouspoautens IJId:

FBRA00458 & FBRA00459

APl Manufactured by & country /
IIpoussoantens ADC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pennn’c JlaGopatopuc Jita., Mnaus

Remarks : The Product conforms to ND /
TIpumeuanue: [Ipoaykr cooTeercTBYeT TpeboBanmsim HJJ

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

Prepared by / TToaroroeneHo:
D. Latha - Quality Control- Team Member

Ll

Checked by / ITposepeHo:
T. Venkata Ramana- Quality Control-

Team Member ?

Approved by: Manager/Executive /
Onobpeno: Meuensxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member Fa

Date /JTata: 17-10-2024

Date /Jlata; 17-10-2024

Date /dara: 17-10-2024




