@
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxr: Tencapran H (rupoxnopornasuatrenmicapTan) tabnetkn 12,5 Mr+80 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepust Ne el Pazmep cepun 650000 Tab

Analytical Repovrt No. / . 890001859492 Date of Analysis / . 15/01/2026
AnajguTHYeCKuii oTueT Ne JlaTa anajau3a

Date of Manufacture / . 19/12/2025 Date of Expiry/ . 30/11/2027

JaTa nponsBoncTsa Tojen g0

Mfg, License No. /

TIpoussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY  : JI[I-Ne(001632)-(PI-RU)
JHIeH3Hs Ne

Analysis performed according ND / Ananus nposeaen no HJ: JITI-Ne(001632)-(PT-RU)-040823
Labeling and artworks approved: / MapkupoBKa u MaKeTbl yTBepaienbl: 17.02.2025

Pagelof 7/Crp.1u37

No |Test / IToka3zaTeab

Result / Pe3yasTaThl

Specification / Hopma

Description / Onucanue

Oblong biconvex bilayered tablets with
light pink layer on one side and white
layer with pink patches on the other
side with break line and 'T' & 2'
debossed on either side of break line. /
OanbHOH (GOpPMBL, IBOSKOBBINYKEIE,
IBYXCJIOWHBIE TabNeTKH, OAMH CJOi
CBETJIO-PO30BOr0 LBETA, APYroil cioH
fesoro 1BeTa C  BKPAIUICHUSIMHU
PO30BOro LBETA. Ha benoit
IIOBEPXHOCTH TabJIeTOK UMeeTCs pHCcKa
u tucHeHust «T» u «2» mO pasHble
CTOpPOHBI OT Hee.

Oblong biconvex bilayered tablets with light
pink to pink layer on one side and white to off
white layer with possible pink patches on the
other side with break line and 'T' & "2
debossed on either side of break line. /
OBansHOM tdopmst, JBOSIKOBBIMYKJIBIE,
IBYXCJIOWHbIE TabNeTKH, OJWUH CJIOH OT
CBETJIO-PO30BOrO 0 PO30BOrO L(BETA, APYrOi
cioii ot 6enoro A0 mMoytH Genoro IBera ¢
BO3MOXXHBIMH  BKpAlJICHUSIMH  PO30BOTO
nsera. Ha Oenoif moBepxHOCTH TabieTok
UMeeTcsl pucka U TUCHEHHA «I» m «2» 1o
pa3Hble CTOPOHBI OT HEe.

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoxyxr c00TBeTCTgy?Lqpe6OBaHmM HI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

[ToArOTOBAEHO, < ¢
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Prepared by / — >~ Checked by /
( % %(f/ Hposepeﬂo;(/’? Nl

¥
R

—A=

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuTens

Date /
Jara:

19~ ~Qop8

Date /
Jara:

149-01~2028

Date /
Jara:
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ilpoaykr: Tesncapran® H (riapoxioporiasiit+renmucapras) tabaetku 12,5 Mr+80 mr

Market / Prinok

: Russia / Poccust

Batch No. / . Batch Quantity / _ 650000 tab/

Cepus Ne + €2600081 Pazmep cepun " 650000 Tab

Analytical RepoE't No. / . 890001859492 Da_t.e of Analysis / . 15/01/2026
AnanuTnyeckuii oryet No Jara aHaau3a

Date of Manufacture / . 19/12/2025 Date of Expiry / . 30/11/2027

JlaTa npon3BOACTBA Topen no

Mfg. License No. /

IMpou3BoacTBeHHAsI : 59/RR/AP/9T/F/R MA number: / Homep PY  : JI[1-Ne(001632)-(PT'-RU)
anpen3sis Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(001632)-(PT-RU)-040823
Labeling and artworks approved: / MapknpoBKa H MaKeThbl yTBepaenst: 17.02.2025
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Ne

Test / [loka3zaTejan

Result / Pe3yabTaThl

Specification / Hopma

Identification /
Hpesruduxamus
telmisartan and
hydrochlorothiazide /
TeJIMHCAPTAH U
THAPOXJIOPOTHA3UA

The retention time of the main peaks
in the chromatogram of the test
solution correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference
standards solution. / Bpemena
yAEpKHUBaHUs OCHOBHBIX [THKOB HA
XpoMmarorpaMme HCIIbITYEMOro
PacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEpPKUBAHMSI OCHOBHBIX [TMKOB Ha
XpoMaTorpaMmMe pactTopa
CTaHapTHBIX 00pa3LoB TeIMHUCAPTaHa
¥ MUPOXIOPOTHA3UAA.

The retention times of the main peaks in the
chromatogram of test solution should
correspond to those in the chromatogram of
Telmisartan and Hydrochlorothiazide
reference standards solution (section
"Assay"). /

BpeMeHa yaep>xuBaHusi OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme UCIIBITYEMOrO PacTBopa
JIOJDKHBI COOTBETCTBOBATh BPEMEHAM
yAEpXKHBaHHUs OCHOBHBIX ITHKOB Ha
XpoMarorpaMmme pacTBopa CTaHIAapTHBIX
00pasz1oB TeIMHCapTaHa U
ruapoxyopotuazuna (pasaen
«KoJn4ecTBEHHOE ONpEAEeHUE).

Disintegration time /
Pacnanaemocth

07 min /07 MuH

Not more than 15 min /
He 6onee 15 muH.

| Dissolution / PacTBopenue

Telmisartan / Tenmucapran Unit-1/ Ta6n.-1 96 % /96 % |Not less than 75 % (Q) of the labeled amount
Unit-2 / Tabn.-2 97 % /97 % |of C33H30N4O; (Telmisartan) in 45 min. /
Unit-3 / Tabn.-3 89%/89% |He menee 75 % (Q) OT HOMMHAJIBHOTO
Unit-4 / Ta6n.-4 88 % /88 % |comepxanus C3HioNsO; (Tenmucapran)
Unit-5 / Ta6xn.-5 96 % /96 % _|Uepes 45 MuH.
Unit-6 / Tabn.-6 104 %/ 104 %

Hydrochlorothiazide / Unit-1/ Ta6un.-1 98 % /98 % |Not less than 75 % (Q) of the labeled amount

I'uppoxnopoTuazng Unit-2 / Tabn.-2 98 %/ 98 % |of C7HsCIN3O4S, (Hydrochlorothiazide) in
Unit-3 / Tabn.-3 99 %/99 % |45 min. /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHUsIM HJJ
¥y

3axmouenue: OJOBPEHO

Prepared by / _— 2 > P (r Checkedby/ Approved by: Manager/Executive /

Mogrorosneno: (=72 — [Mposepeug? /! o\ 7 Onobpeno: Menemxep / PykoBonuTess
///J_F'_,_.-""' - ll

Date / Date / Date /

Jara: |19-0) 228 Jlata: 19 ~01~2p24 | Hara: ) o~




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHDHEKAT AHAJIH3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxr: Tencapran” H (ruapoxnoportuasuatrenMucapran) tabnerks 12,5 mr+80 mMr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus Ne FEZE00E1 Pa3mep cepuu " 650000 Tab

Analytical Repo:'t No./ . 890001859492 Date of Analysis / . 15/01/2026
AnajuTudecknii oTuer Ne JlaTa anaju3a

Date of Manufacture / . 19/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BOJCTBA Tonen no

Mfg. License No. /

HpoussoacTeeHnas : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)

JauueH3ua Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001632)-(PT-RU)-040823
Labeling and artworks approved: / MapkHpoBKa M MaKeThl yTBepxaensl: 17.02.2025
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No | Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
Unit-4 / Tabn.-4 97 % /97 % |He menee 75 % (Q) oT HOMUHATIEHOT'O
Unit-5 / Tabn.-5 96 % /96 % |conepxanns CsHsCIN3OsS2
|Unit-6 / Tabn.-6 98 % /98 % |(ruppoxnopotuasun) 4epes 45 MuH.
5 |Impurities / Ilpumecn

\Telmisartan / Tenmucapras

|Cymma npumeceii

Impurity A / IlpuMecs A Below LOQ (LOQ = 0.003 %) / Huxe |Not more than 0.20 % / He 6onee 0,20 %
npejiena KOJM4eCTBEHHOTO
onpenenenus (ITKO = 0,003 %)

Impurity B / TIpumecs B 0.01 %/0,01 % Not more than 0.20 % / He 6onee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %
Impurity D / [Ipumecs D Not detected / He oOHapyxeHa
Not more than 0.20 % / He 6onee 0,20 %
Impurity TMS1 / Not detected / He 0OHapyxeHa
ITpumecs TMS1
Dimer acid impurity / Below LOD (LOD = 0.003%) / Huxe |Not more than 0.20 % / He 6onee 0,20 %
JMMepHON KHUCTIOTBI npezena obuapysxkenns (110 =
0,003 %)
Chloro analogue impurity / 0.01 %/0,01 % Not more than 0.20 % / He 6onee 0,20 %
XJ10po aHanora
Any unspecified impurity / 0.01 %/0,01 % Not more than 0.20 % / He 6o:1ee 0,20 %
Ennnnyunas
HeueHTH QUL POBaHHAS
IPUMeECh
Total impurities / 0.0309 %/ 0,0309 % Not more than 1.0 % / He 6onee 1,0 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykt cooTBeTcTBYeT Tpeboanusm HJ 3axmouenne: OAOBPEHO
A i
Prepared by / ,~ _ 25| Checked by / Approved by: Manager/Executive /
_ P P = 7
]|OLII‘OTDBHEHQILI%/-?%H,.-—-" Hposepeuo( O\ .~ Onobpeno: Menemxkep / PykoBonutens
=/ — / — 2/’
Date / , Date / Date /
ara: (Frol-202& | (9 ~01 2624 | Hara: 19010




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Plroduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxr: Tencapran”™ H (riipoxsiopoTiiasutreamMucapras) Tabnerku 12,5 mrt80 mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus Ne + €2600081 Pasmep cepun * 650000 Tab

Analytical Repourt No./ . 890001859492 Date of Analysis / . 15/01/2026
AHanuTuyecKHii oTueT Ne JlaTa anaau3a

Date of Manufacture / . 19/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoACTBA T'onen no

Mfg. License No. /

T pou3BOACTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY  : JITI-Ne(001632)-(PI-RU)
Juuensus Ne

Analysis performed according ND / Anaan3 npoeeaen mo HJI: JITI-Ne(001632)-(PT-RU)-040823
Labeling and artworks approved: / MapkHpoBKa H MaKeTbl yTBep:kaeHb: 17.02.2025
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Total impurities /
Cymma npumeceit

0.1%/0,1%

Ne |Test / ITokazaTean Result / Pe3yabTaThl Specification / Hopma
Hydrochlorothiazide /
TappoxnopoTHazuj
Impurity A / IIpumecs A Not detected / He obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity B / Ilpumecs B 0.04 %/0,04 % Not more than 0.50 % / He 6onee 0,50 %
Impurity C / Ipumecs C 0.06 %/0,06 % Not more than 0.50 % / He 6onee 0,50 %
Any unspecified impurity / 0.03 %/0,03 % Not more than 0.20 % / He Gonee 0,20 %
Enunnunas
HeuJIeHTHHULIUPOBAHHAS
MpHMeECh

Not more than 1.0 % / He 6onee 1,0 %

=)

Water / Boga

0.8%/0,8%

Not more than 6.0 % / He 6onee 6,0 %

7 | Uniformity of dosage units / OqHOPOIHOCTDH TO3HPOBAHHBIX €JHHHI

Telmisartan / Tenmucapran
Hydrochlorothiazide /
I'mppoxnoporuazun

1.7/1,7
6.6/6,6

The acceptance value (AV) should be less
than or equal to 15.0 / [Toxazarens
npueMiaeMocTd (AV) gomxeH OBITh He Oolee
15,0

8 |Microbiological purity* / Mmcpoﬁ_no.nomqemaﬂ yHcToTa*

a) Total Aerobic Microbial
Count / Obwwee uncio
a’pO6HBIX MUKPOOPTraHU3MOB

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

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

‘b) Total Combined Yeast and
moulds count / Ob61mee vucio
JPOMOKEBBIX U MJIECHEBBIX
rpuboB

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

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

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoayxr coorBeTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akmiouenue: OJIOBPEHO

~" [ Checked by /|___

Approved by: Manager/Executive /

Prepared by/ ,— 5 P

l'lo,ummmnmo/:(j,\—?—’/f_’_f- s Hposepem(/’—\w N~/ Ono6peno: Menemxep / PykoBogurens
= | 4 J

Date / -9 . Date / Date /

Jara: ( FO)- 2928 Hata: [Q ~p/~20 24 Hara: |9 o) AL




e
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

rroduct Telsartan H (Hydrochlorothla21de+Telm1sartan) Tablets 12.5 mg+80 mg
Mpoaykr: Tencapras™ H (rugpoxnopoTuasuatreamucapran) tabnerku 12,5 Mr+80 mr

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus Ne + C2600081 Pazmep cepun " 650000 Tab

Analytical Repo:‘t No. / . 890001859492 Date of Analysis / . 15/01/2026
AHanauTHYecKHii oTueT No JaTa aHau3a

Date of Manufacture / . 19/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. /

IponzBoacTBEeHHAsI : 59/RR/AP/9T/F/R MA number: / Homep PY  : JI[I-Ne(001632)-(PI'-RU)
Junensus Ne

Analysis performed according ND / Ananu3 npoBenen no HJI: JIII-Ne(001632)-(PT'-RU)-040823
|Labeling and artworks approved: / MapKkHpoOBKa H MaKeThbl YTBepkaeHbI: 17.02.2025
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No |Test / IToka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

c¢) Escherichia Coli

Absent in 1 gram /
OTCYTCTBYETB 1 T

Shell be absent in 1 gram /
OtcyrctBUe B 1 I

9 |Assay/ KosquuecTBeHHOE onipeJesieHHe

Telmisartan / Tenvmucapran

80.2 mg/ 80,2 mr

76.0 mg to 84.0 mg of C33H30N4O,
(Telmisartan) per tablet. /

Ot 76,0 Mr 10 84,0 mr C33H3oN4+O;
(TenmucapraH) B TabneTke.

Hydrochlorothiazide / 12.171 mg / 12,171 mr 11.875 mg to 13.125 mg of C;HsCIN304S,
T'uppoxnopoTHazujg (Hydrochlorothiazide) per tablet. /
Ot 11,875 mr go 13,125 mr C;HsCIN3O4S,
(rugpoxnopoTHasua) B Tabnerke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoayxr COOTBCTCTByET Tpe6OBaHHﬂM HO 3akaouenue: OJJOGPEHO
Prepared by / “T'Checked by/ = Approved by: Manager/Executive /
IToarorosneno; /( 7,,/’/ I'lpmscpeuo( £ Onobpeno: Menemwxkep / Pykosopurens
Date / Date/ Date /
» Q0 26 VS~ AN
Hara: )9 ol 2 Hara: 2-01~-2024 Jara: °
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Dr.Reddy’s ‘;"

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxr: Tencapran® H (ruapoxnopornasitrenvicapran) Tabnerku 12,5 mr+80 mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / _ 650000 tab/

Cepus Ne + €2600081 Pa3mep cepun " 650000 Tab

Analytical Repo:-t No. / . 890001859492 Date of Analysis / . 15/01/2026
AHanuTHYeCKHii oTyeT Ne | [aTa aHa/H32

Date of Manufacture / . 19/12/2025 Date of Expiry / . 30/11/2027

HdaTta npousBoacTrea T'onen no

Mifg. License No. /

Ipon3soacTeeHnas : 59/RR/AP/97/F/IR MA number: / Homep PY  : JITT-Ne(001632)-(PT-RU)
JIHIEH3NST N2

Analysis performed according ND / Anasu3 nposeaen no HJI: JIII-Ne(001632)-(PT'-RU)-040823
Labeling and artworks approved: / MapkupoBKa u MakeTbl yTBepuienni: 17.02.2025
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No |Test / ITokasaresb

Result / Pe3yabTaThl

Specification / Hopma

10 |Packaging / Onucanne

YNAKOBKH

7 tablets in a (PVC/Al/PA)
foil/aluminum foil blister. 4 blisters and
a patient information leaflet (package
insert) in a carton. /

I[lo 7 Tabnetox B Onucrepe us
(IIBX/AVTIA) donbru/amoMUHHEBOH
doneru. Mo 4 Onucrepa BMecTE C

UHCTPYKLHEH no [IPUMEHEHHIO
(THCTKOM-BKNIQJpIIIEM) B IAYKy
KapTOHHYIO.

7 tablets in a (PVC/AI/PA) foil/aluminum
foil blister. 2 or 4 blisters and a patient
information leaflet (package insert) in a
carton.

6 or 10 tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and
patient information leaflet (package insert) in
a carton. /

ITo 7 ta6netok B 6nuctepe u3 (IIBX/AI/TIA)
¢onbru/anromunuesoit ponbru. Io 2 nnu 4
6aMcTEpa BMECTE C HHCTPYKLUEH 10
IPUMEHEHHIO (JINCTKOM-BKJIAJBIIIEM) B
Mavky KapTOHHYIO.

ITo 6 unu 10 TabneTok B 6nUCTEpE U3
(TIBX/AV/TTA) donbru/amoMuHnEBOMH
doneru. [To 3 6nuctepa BmecTe ¢
HHCTPYKLKEH MO MPUMEHEHHUIO (JINCTKOM-
BKJIa[pILIIEM) B TA4Ky KapPTOHHYIO.

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate of Analysis
/ *TIpoBOANTCS MPOM3BOAMTENIEM ITPH BBITTYCKE MEPHOJUMUECKH (C MHTEpBANOM onHa cepus u3 20 uiu He MeHee | pasa B roj). Ilokazarens MoxeT

OBITH HE BKJTIOYEH B CCpTHCl)PIKaT aHalIn3a (bPlpMLI.

API name (INN) / Hydrochlorothiazide / Telmisartan /
HaumenoBanne A®C (MHH): I'uppoxnoporrasun Tenvucapran
API manufacturer batch number / ABRH010442 &
Homep cepun npounspoautesns APDC: Sy ABSHO001950

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykt cooTBETCTBYET TpeboBaHusaM HJT
1
)

Conclusion : APPROVED /
3akiouenne: OJJOBPEHO

Prepared by / Checked by/

Approved by: Manager/Executive /

— oot
HOHFOTOBHCHOW Hp()BCPCI-ILU 9 \fm__.;'-? Onobpeno: Menemkep / PykoBoaurens
Date / Date / - Date /

~ r AN
Jlara: /Q o1 202 & Jara: l9-01-2004 Hara: I9-01 Ll




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTUOHMKAT AHAJTM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mposywxr: Tencapran” H (ruapoxnoporiasuatrenyucapran) TabneTku 12,5 Mr+80 mr

Market / Prinox : Russia / Poccust

Batch No. / . Batch Quantity / 650000 tab/ |
Cepun Ne o Pazmep cepnn * 650000 Tab

Analytical Repourt No. / . 890001859492 Date of Analysis / . 15/01/2026

AHanuTHYeCKH oTueT Ne [[laTa anaausa

Date of Manufacture / - 19/12/2025 Date of Expiry / . 30/11/2027

JiaTa npou3BOACTBA loxen oo

Mfg. License No. /

TlponsBoacTeeHHas : 59/RR/AP/9T/F/R IMA number: / Homep PY  : JIII-Ne(001632)-(PT'-RU)
Jnuenzus Ne |

Analysis performed according ND / Ananu3s nposezxen no H/I: JITI-Ne(001632)-(PT-RU)-040823
Labeling and artworks approved: / MapkinpoBka M MaKeThl yTeepkiedsi: 17.02.2025
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FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH FCQA00032 FCSA00034 & FCSA00596
npouspopnTens I'JIdD:
API Manufactured by & country / Ipca Laboratories Limited, India / Dr. Reddy’s Laboratories Ltd.,
IIpousBoautens ADC, cTpana: Wnka Jlaboparopus Jlumuren, Huaus India /
I-p Pennu’c JlabopaTopuc
JItn., Unpus

Name, address, authorization No for | FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally
FP manufacturing site / Control site / (Village), Bachupally (Mandal), Medchal-Malkajgiri (Dist.).,
Release site / Telangana, India (license No: 59/RR/AP/97/F/R) /
HanmeHoBaHHe, afpec, TMIeH3ust A | [[POM3BOACTBEHHOE Mojipa3jeseHue - 3, yqacTku Ne 41, yacTsb 42, 4acth
TpousBoacTBeHHAS DJIOINAXKA / 45 u vacts 46, Bauynammm (Buanamk), bauynanm (Mangan), Menuain-

Mankamkrapu (J{uct.), mrat Tenanrana, Huans (JuueH3us HoMep:

59/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt.17 April 2024) and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».
3akai0ueHde 0 coOTBETCTBHH: «HacToAlMM 9 MOATBEPK A0, UTO MpPHUBEIEHHAS BbIle HHYOPMALIUA SBJIAETCA JOCTOBEPHON U TOUHOM.
Dta cepus NMPOAYKUMH Npou3BeneHa (BKIIOUas yMakoBKy (MapKMpOBKY) M KOHTPOJIb KauecTBa) Ha BBIUIEYKA3aHHOW MPOU3BOACTBEHHOMH
mnomazke (MUIOIAaKax) B NOJHOM COOTBETCTBUH ¢ TpeGoBanusmu [IpaBin Hamtexalnel npon3BoACTREeHHOH mpakthukn Eepasuiickoro
akoHomudeckoro corosza (Ne GMP/EAEU/RU/01293-2024 ot 17 anpens 2024) u TpeGoBaHHAMH KOHTPOJIS KAueCTBA JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBUH CO CeUM(HKAUMAMU, COASPKALUMMUCS B PErMCTPALIMOHHOM JOCKE CTPaHbl-UMIOPTEPa. 3alkcu no
NPOM3BOACTRY, YIIAKOBKE H aHAJIH3Y NPOBEPEHDI, U YCTAHOBJICHO MX COOTBETCTBHE TpeboBaHKAM [IpaBrit Hajiexaulel NPOU3BOACTBEHHOMN
MpakTHKH EBpazHiiCKOro 3Kk0HOMHUYECKOro CO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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