Dr.Reddy’s Q-:-‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : 491 98166 SSCLL-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 10f 10/ Ctp. 1 212 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpogyecr: Uoykann®, TablieTn, NOKpLITHIE MIeHo9HoA 06071090, 400 Mr + 325 Mr

Market / Poiaok :Russia / Poccus

Batch No / ; Batch Quantity / . 800000.0 tab /

Cepua Ne e V23006e8 O6nem cepuk " 800000.0 Tab

Analytical Repo:‘t No/ . 040002892303 Date of Analysis / . 17.04.2025

AnamuTnueckuii oTuer No JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030

JlaTa npoH3BOACTBA Tonen go s

Mfg. License No. / MA number: /

IIpon3BoACTBeHHAs : MNB/05/263 SO M e < JIM-Ne(003654)-(PT-RU)
Homep PY

nuuen3usa Ne

Analysis performed according ND: / Auaiau3 npoBe/ieH o HJT: JITI-Ne(003654)-(Pr-RU)-101123

Ne |Test/ IlokazaTenn

Results/ PeayabTaThl

Specification / Hopma

Appearance /
1 |Onncanne

Orange film-coated, capsule-shaped,
one-side scored tablels; white core at
the cross-section. / TabneTku
KarcynoBUIHOH (OPMBI, TIOKPBITHIE
nueHo4Ho# 06010uKOl OpaHXEBOTO
11BETA, C PUCKOii Ha OAHOH CTOpOHE;
Ha NMONEPEYHOM pa3pese — AApo
fesoro uBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabmeTky KancynoBugHo#H
OpPMBI, IOKPLITHIE TLIEHOUHOH 060N0UKON
OpaHXeBOro LBETa, C PHCkol Ha OOHOM CTOPOHE;
Ha noTiepeYHoM paspese — sapo 6enoro wix
moytn 6Gemoro usera.

Remarks : The Product conforms to ND/ i /
Ipumeyanne: [Tpogykt coorercTByeT Tpebonanuam H/I /

Opinion : APPROVED
axmovenne: OQJOBPEHO

Prepared by /  AC—

Checked by / 2

[MoaroToeneHo: Sarita Sharma Iposepeno: Pravesh Rana

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pyxosoauresns: Amit Kumar

g

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: |
Hata: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INCIA
Tel : +91 98166 50601-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 of 10/ Crp. 2 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
_I!ponytcr: ]tlﬁylc.rmu"’, TabaeTKH, TOKPLITHIE Mienounoii oboaouKoit, 400 mr + 325 mr

Analysis performed according ND: / Ananus nposejie

1 no HJL; JITI-Ne(003654)-(PT-RU)-101123

Market / Peinok :Russia / Poccus
Batch No / " Batch Quantity / ~ 800000.0 tab /
Cepusn Ne s O6BeM cepHH " 800000.0 Tab
Analytical Report No / - 040002892303 Date of Analysis/ . 17.04.2025
| Ananmrryecknii oTuer No JlaTa ananna —
Date of Manufacture / - 03/2025 Date of Expiry / © 02/2030
Jata npoH3BojcTBa Toxen g0 =
Mfg. License No. / MA ber: /
TIpousBoACTBERsAS : MNB/05/263 quooer: ! . JITI-Ne(003654)-(PT-RU)
Homep PY
_nEmen3us Ne ] i o =

2 |Identification /
ITogMHHOCTH

Complies_zfs prescribed/
CooTBEeTCTBYET

|The retention times of the main peaks on the]

chromatogram of the test solution should|
correspond to the retention times of the peaks on|
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena yZnepuBaHHsi OCHOBHBIX [MKOB Ha
XpOMaTorpaMMe HCIBITYEMOrO PaCTBOPA AOJKHEI
COOTBETCTBOBATL BpeMeHaM YAEPXHBAHUS TINKOB
HA XpOMAaTorpamMme pacTsopa CTaHAAPTHBIX
obpasios ubynpodena u napaneramorna (pasaen
«KonuuecTBeHHOE ONpeHe/IEHHEN)

3 |Average tablets weight / 976.1 mg/ 976.1 mr 940.9 mg to 099.1 " mg
Cpeanss macca Tabierox (970.0 mg +3.0 %) /
Ot 940,9 Mr o 999,1 Mr

(970,0 mr £ 3,0 %)

4 |Disintegration /
Pacnapaemocrs

05 min 28 sec/ 05 MuH 28 cek

Not more_ than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpnmeyanne: IMppaykr cootBeTcTBYET Tpebopannam HJL

Opinion : APPROVED
3axnrodenne: OJIOBPEHO

Prepared by /  J&—

[Momrotoeneno: Sarita Sharma

Checked by /
IMpoeepeno: Pravesh Rana

Approved by: Manager/Executive
/Opo6peno: Menemxep /
Pyxoaomrrem,:\AnﬁLKumar

Reprint Date:
Iara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: i
Jara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN. L851954PM1004PLCO0AB0V

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 10/ C1p. 3 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykanu®, TabaeTkH, NOKPhITEIE NJIEH04HOH 060.101K0H, 400 Mr + 325 mr

Market / Poinox : Rugsia / Poccun

Batch No / y Batch Quantity / _ R00000.0 tab /

Cepus Ne % s OGbem cepun " 800000.0 Tab

Analytical Report No / .+ 040002892303 Date of Analysis / . 17.04.2025

AnaauTiHuecknii oTueT No JlaTa asanuia

Date of Manufacture/ . 03/2025 Date of Expiry / . 02/2030

JarTa 1ipoH3BOACTBA Tojen 1o

Mfg. License No. / MA number: /

TIpou3sBoACTBEHHAS - MNB/05/263 oo SRDET . JITI-Ne(003654)-(PT-RU)
Homep PY

Jauuen3na Ne B |

Analysis performed according ND: / Ananus nposenen no HJL: JIT-Ne(003654)-(PT-RU)-101123

Not less than 70% (Q) of Ci3sHizO» (ibuprofen)
after 30 min/

He menee 70 % (Q) CisHizO2 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO, (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO; (napaueramon)
yepes 30 MUH

5 |Dissolution /

PacTtBopeHie
98 % to 101 %

99 % to 101 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumeuanue: [Ipoaykr coorsercTnyer Tpebosannim HIT

/

3akmouenne: OJOBPEHO

Prepared by / Sy" Checked by / T Approved by: Manager/Executive
[Moaroroenexo: Sarita Sharma Tpoeepero: Pravesh Rana /Qnobpeno: Menemxep /

Pyxorogutens: Ami’-{ Kumar
Reprint Date: Reprint Date: Reprint Date: | -

Hara: 17.04.2025

Hara: 17.04.2025

Hara: 17.04.2025

Registerad Ofiicy
Tol: +81 4

4800 2900, Fe

CIN: LD 18 AP 164 PLCONAS07
www.drreddys.con

-2-337, Road No. 3, Banjara Hills, Hyduerabad - 500034, felangana, ndiz

#9740 1600 2089, Emait mailgdrreddy:




So
Dr.Reddy’s Q_;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tipoayxr: M6ykann®, Ta6eTku, NOKpBITEIE NUICHO4YHOlH 060.104K0i, 400 Mr + 325 mr

Market / Puiox :Russia / Poccns i
Batch No/ ' Batch Quantity / . 800000.0 tab /
Cepns N P s | O6nem cepun * 800000.0 Tab e
Analytical Report No / . 040002892303 Date of Aqalysns / . 17.04.2025

| Anagrndeckiii oTyeT Ne Jata aHanu3a - o
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030
JaTa Ipou3BOACTBA | I'omen mo
Mfg. License No. / MA number: /
Ilpon3BoacTBEeHHASN MNB/05/263 R ) . JII-Na(003654)-(PI-RU)

Homep PY

MuLEeH3HE Ne .

Analysis performed according ND: / AHaan3 npoBeJeH o HJL: JII-Ne(003654)-(PT-RU)-101123

| 6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoncTBenHbIe TPHMECH than 0.005% /
Method 1/ Metog 1 4-avunodenon (NpHMech rapaueramosia) He
6onee 0,005 %
h Any individual impurity (of ibuprofen or
1Method 2/ Meton 2 0.03% paracetamol) - not more than 0.3% /
Jiobas enuHMyHas npuMeck (MOynpodeHa HWnu
napaneramora) He 6onee 0,3 %
" Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Merozn 1+ Metox
2) e 6onee 0.7 %
7 |Water / Boga 1.4 % Not more than 5.0% /

He 6onee 5.0 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIpgaykr coorsercTByeT TpeCoBanuam HIT /

Opinion : AFPROVED
Jaxnouenne: OJOBPEHO

Prepared by /

V

IMoarorosneHo: Sarita Sharma

Checked by / ,L
[TpoeepeHo: Pravesh Rana

Approved by: Manager/Executive

/Opo6peno: Menemxep /

PykoBoputess: Amif Kumar
——

Reprint Date:
HMara: 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date: |
Hara: 17.04.2025




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIM3A

Page 5of 10/ Crp. 5 i3 10

Product: Thuclin, film-coated tablets, 400 mg + 325 mg
Iponyr: Méykann®, TabaeTin, NOKpeIThie mienounoi odonouxoii, 400 mr + 325 mr

Market/ Prinox :Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab/

Cepusn Ne L O0bem cepin * 800000.0 Tab

Analytical Report No / - 040002892303 Date of Analysis / . 17.04.2025

AnanTageckuii oruet Ne Jara anannia

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030

JlaTa npoH3BOACTRA Tonen o

Mfg. License No. / MA number: / j

IpousBogcTBEHAAN : MNB/05/263 ‘ - ;. JIII-Ne(003654)-(PT'-RU)
Homep PY

muensua Ne

Analysis performed according ND

: / Ananuz nposeaen no HJT: JITI-Ne(003654)-(PI-RU)-101123

8 |Uniformity of dosage
units /
OnHOpPOAHOCTD Acceptance value (AV) should be not more than
JO3HPOBAHHA 1.8 15.0 / Ilokasarens npreMnemocti (AV) 1o7KeH
- ibuprofen / n6ynpoden 6b1Th He Bosee 15,0

Acceptance value (AV) should be not more than

- paracetamol / 34 15.0 / Iokasatens npueMiaeMocTH (AV) fomxex
TapalueTamon 6biTh He bonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: IIpogyKT cooTBeTcTBYET TpeGosaHuam HJI / 3akmouenue: OJJOBPEHO

Prepared by /
TloaroToBneno: Sarita Sharma

Checked by / =
IMpoeepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosonutens: Amit Kumar

A

Ruprint Dute:
Jlata: 17.04.2025

Repriot Date:
JHara: 17.04.2025

Reprint Datc: !

Hara: 17.04.2025




Dr.Reddy’s “:’

O Reddvs Lapoiaiones LG,

PRI

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 of 10/ CTp. 6 13 10

Product : Ibuclin, film-~coated tablets, 400 mg + 325 mg
IIpoayxr: M6ykann®, Tabnerkn, NoKpeiThie nIeHoM oM 060/1041K0i, 400 Mr + 325 mr

Market / Poinok ;Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepugs No I, O6nem cepun " 800000.0 Tab

Analytical RepoIt No/ - 040002892303 Datc of Analysis / . 17.04.2025
AHandTHYecKHii oTIeT Ne JlaTa aHaaH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030

JlaTa OpoH3BOACTBA Tonen 10

Mfg. License No. / MA ber: /

[pon3BoaCTBeRNAS : MNB/05/263 e "““Pfye" - JI1-Ne(003654)-(PT-RU)
nnruendna Ne omep

Analysis performed according ND: / Anann3 nposejen no HJL: JII-No(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Muxkpobuonoryueckas
yucToTa*

a) Total aerobic microbial
count / O61ee YHCIO
a3po6HbBIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / Ob1uee
YUCJIO JPOXKEBBIX H
nnecHeBbIX rpHOOB

¢) E. coli

NA

NA

NA Shall
Ir

Not more than 1000 CFU/g /
He 6osiee 1000 KOE/r

Not more than 100 CFU/g/
He 60nee 100 KOE/r

be absent in. lg / OTtcyTcTBHE B

Remarks : The Product conforms to ND/
TMpumeuanne: [lpoaykr coorercTRyeT Tpebosanuam HII /

Opinion : APPROVED
3axaoycune: OJIOGPEHO

Prepared by /
ITogroTosneHo: Sarita Sharma

Checked by / /2~
[Tposepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menenxep /
Pykosogutesb: Amit Kumar

f g

Reprint Date:
Jlata; 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date: |
Hara: 17.04.2025

Registerad Office: 8-2-337, Road Wo, 3, Banjara Hills, Hyderabad - 500024, Talangana, ladia
Tol: +91 40 1900 2900, Fav: 491 40°4900 2939, Email: mail@drreddys.com 4

CIN, LS 1RCAP 1964 PLCO0AROT
vaww.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddv's Laporatories Ltd,
Formulation Unit-6

Vill. Khoi, telagarh Road, Badzd,
Disit. Solan, H.P., 173 705, iiDi&
jal Y0 SE1Gs 5000i-01
WWRLGIT2day5.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIF3A

Page 7 0of 10/ CTp. 7 1z 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IlpoayxT: N6yxaua®, TabaeTku, TOKPLITHIC maeHo ol 06010uKo0i, 400 Mr + 325 mr

Market / Peinok :Russia / Poccust

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepusi_Ne 3 V2509658 Obbem cepun " 800000.0 Tab

Analytical Repaj't No/ - 040002892303 Date of Analysis / . 17.04.2025

AunanaTuyecknii oTaer Ne Jata aHanu3a

Date of Manufacture / . 03/2025 l?ate of Expiry / - 02/2030

JlaTa nmpon3BoAcTBa Togen 1o ]

Mfg. License No. / MA ber: /

Ipou3Bo/icTBENNRAs : MNB/05/263 14 numioers : JITI-Ne(003654)-(PI'-RU)
; Homep PY

anuenszusa Ne —

Analysis performed according ND: / Ananus nposejefi 1o HJI: JITT-Na(003654)-(PI'-RU)-101123

=

10 | Assay / KonnyecTBeHHOE

onpeaceHne

396.6 mg / 396.6 mr

316.75 mg/316.75 Mr

360.0 to 440.0 mg of CiH 502 (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 Mt C13H14O2 (nBynipoder) B
TablieTxe

292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /

O 292,5 Mr 5o 357,5 mr CsHoNO: (napaueTamon)
B TabyeTke

11 | Package / Ynakoeka

10 tablets in PVC/Al blister. I
blister and a patient information
leaflet in a catrton. / ITo 10 Tabnetok
B [IBX/Al 6mucrep. Tlo 1 Gauctepy
B J1ayKy KapTOHHYID BMeCTE C

MHCTpYKUHEH 110 TIPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Tlo 10
rabnerok 8 [IBX/Al 6nucrep. Ilo 1, 2 uau 20
6naHCTEPOB B TMauyKy KapTOHHYI0 BMECTe ©
MHCTPYKIHE TTO IPHMEHCHHIO.

12 | Labeling / Mapkupoeka |According to ND. /B cootBercTBum ¢ HJL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpaneunne Ipu Temneparype He Boure 25 °C.
14 | Shelflife / Cpox 5 years/ 5 mer
rOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/

Opinion : APPROVED
Baxarwouenue: 0JJOGPEHO

Prepared by /

Tloarorosneno: Sarita Sharma

Mpumeyanne: [IpogykT cooTBercTBYeT Tpebosanuam HI é

Checked by /
[Tposepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menemxkep /
PykoBoautens: Qmit Kumar

/ —

Reprint Date:
Ilata: 17.04.2025

Reprint Date:
Nata: 17.04.2025

Reprint Date: '
Jara: 17.04.2025

beg

istered Office: S-2-337, Road Me. 3, Banyaia Hills, Hyderabad - 500034, Teiangan, Incis

Tal: 461 40 4500 2209, Fai: 491 40 400 2999, Epail. mall@dredays.com

LI L% LY AR (8820 LCO04507

WHVHLAITEOGYS L0




Dr.Reddy’s ‘;

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

vill. Khoi, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, inDIA
Yol + 49y 2zas 20ddi-ud

wwiw, drradays.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A
Page 8 of 10/ CTp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaysr: A6ykann®, TabieTKH, NOKPLITHIE ILIEHOYHON oGonouxoii. 400 mr + 325 Mr ]

Market / PeinOK : Russia / Poccus

Batch No / y Batch Quantity / _ 800000.0 tab /

Cepus Ne 1 O6nem cepitn " 800000.0 Tab

Analytical Report No/ . 040002892303 Date of Analysis / . 17.04.2025
AHanaTHYecKHil oTueT No JlaTa agaanza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030
| laTa npon3Bo/ICcTBa T'onen g0

Mfg. License No. / MA ber: /

IIpOH3BOXCTBEHHAS : MNB/05/263 e L - JIII-Ne(003654)-(PT-RU)

Homep PY
aanensns Ne I
Analysis performed according ND: / AHaJIM3 NpOBE/IeR N0 HJL: JITI-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[Tpumeyanne: CCblUIKH B HOPMATUBHOH AOKYMEHTALUH NTPHBELEHE! HA ' PO XIV.

* [1poBOANTCS TIPOU3BOAMTENEM TIPH BBIMyCKe NEPUOAHHECKH: AN Kasaoli 20-0fi cepyy UAK He MeHee ] pasa B

rog. [TokazaTens MOeT BITE He BKIIOYEH B CEpTH(hNKAT aHan13a GupMsl.

API name / HaumenoBanne AQC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
| INN / MHH: Ibuprofen / H6ynpoden Paracetamol / [lapaueramon

API manufactarer batch number / PIBM240222 APAP/24091297

Homep cepun npomsoantensn ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIMH MPOU3BOAHTEIS FERA00742 FERAQ00743

TJD:

APl Manutactured by & country /
Iponszsoautens APC, crpana:

Solara Active Pharma Sciences
Lituited, India / Cundpa Jxins
Qapma Caliencns Jlumuren,
Huaus

Uianoles India Limited, India/
| panynce MiHausa Jinmuren, Muans

Remarks : The Product contorms to ND/

Opinluu : APFROVED

Mpumeyanne: [lpoaykr coorpeTcTsyer Tpedosanmnay HL /

3axaouenne: OJOBPEHO

Prepared by/ A

[Monrotosneno: Sarita Sharma

Checked by / 7
ITposepeHo: Pravesh Rana

Approved by: Manager/Executive
/Opo6peno: Menemxep /
Pyxononmena& Ap\ili{/Kumar

| Lo
-

Reprint Date:

Reprint Date:
Hata: 17.04.2025

Reprint Date: |
Hata: 17,04.2025

Mara: 17.04.2025

Registzred Ofiice: §-2-337, Road No. 3, Sanjara Hills, Hyderabad - SGS634, Toi

Tel: 91 40 4900 2900, Fax: 431 40 400 2999, Emzuil: maii@drioddys.com

CING LS JUS AP L UGAPLLLIULBOY

W LU EGGYS COn
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Do r. Reddv's Lehoratorias Ltd

Dr.Reddy’s ". o .

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTHM3A

Page 9 of 10/ C1p. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoyeann®, Tadaericn, NOKphITHIE ILIeHOUHOI 060 104K0#H, 400 Mr + 325 mr
Market / PpIHOK :Russia / Poccus
Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepus No %V200688 . O0beM cepHH " 800000.0 Ta6 |
Analytical RepoIt No/ . 040002892303 Date of Analysis / . 17.04.2025
AHaNMTHYECKHi 0TyeT Ne = JaTa aHann3a
Date of Manufacture / . 03/2025 I)_atfT of Expiry / . 02/2030
Jata npon3BOACTBR Topen o =
Mfg. License No. / MA number: /

IIpon3pogcTBeHHAs : MNB/05/263 ik ;. JITI-Ne(003654)-(PT-RU)
Homep PY

JaunenzHs Ne

Analysis performed according ND: / Ananns nposesen no H/I: JITI-Ne(003654)-(PI'-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HawumenoBanue, agpec, THHEH3US A I-p Peann’c Jlabopatopuc JIta., Uuaus, [TpoussoacTBEHHOE
[pou3BoacTBennan njowaaka / [Lnomwaaka nonpazaenctue-6, Brun. Kxons, Hanarapx Poys, bammy, Jlucrpukr
KoHTpoJst KadecTBa / Ilnomaaka Buurycka Conan, X.I1., 173205, Unaus (nuensss Homep MNB/05/263)

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 guality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aka0uenne 0 cOOTBeTCTBHH: «HacTofUM 8 MORTBEPKAALO, YTO NPUBEICHHAA BHlUlE HHpOPMALIA ABJIAETCA
JOCTOBEPHOH M TOYHOM. DTa cepus NPOAYKUMM Npou3BeleHa (BKIoYas YIAaKOBKY (MapKUpOBKY) H KOHTpOJb
KAYECTRA) HA REINEYKA3aHHOH TMPOW3BONCTBEHHOW [UIOMANKE (MUOWIAnkax) B IOJHOM COOTBETCTBHW C
Tpebosanusmu [IpaBun Hainexaie#l Npou3BOACTBEHHON NPaKTUKH Espasuiickoro skoHOMHyeckoro coto3sa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsabps 2022) v TpeGoBaHUAMM KOHTPOJIA Ka4ECTBA JICKAPCTBEHHBIX CPE/ICTB,

Remarks : The Product conforms to ND/ /) Opinion : APPROVED

Mpumeuanue: [paaykr cooteercTryet Tpedosanmay HIL ' 3akmouennc: ONIOBPEHO

Prepared by / AS—" Checked by / 2 Approved by: Manager/Executive

[Moarotopneno: Sarita Sharma [Tposepeno: Pravesh Rana /Opo6peno: Menemkep /
PylcoeonuTen-h:\AmiLKumar

Reprint Date: Reprint Date: Reprint Date: ¥

Hara: 17.04.2025 Jara: 17.04.2025 Jara: 17.04.2025
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Dr.Reddy’s ":‘

Dr. Reddy's Laporatories Ltd

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 10 of 10/ Crp. 10 13 10

1

rf’rn:uiuc?_:‘—lbuclin, film-coated tablets, 400 mg + 325 mg

Mpoayet: Hoykana®, TabaeTkn, NOKPITHIE MIEHOUHO 060.104K0H, 400 mr + 325 mr

Market / Pbisox :Russia / Poccus .

Batch No / . Batch Quantity / _ 800000.0 tab/
Cepusn Ne - VaeRs O6bem cepin ' 800000.0 Tab
Analytical Repcgt No/ . 040002892303 Date of Analysis / . 17.04.2025
AnaanTdecknii order Ne Jata aHajau3a

Date of Manufacture / . 03/2025 Date of Explry/ . 02/2030

Jlara mpon3BoacTBA I'naen 1o

Mfg, License No. / MA ber: /

IIpou3BOACTBEHHAS : MNB/05/263 Rt : JITI-No(003654)-(PI'-RU)

el Howmep PY .
aunens3us Ne
Analysis performed according ND: / Ananus nposesen o HI: JITI-Ne(003654)-(PT-RU)-101123

a TAKKE B COOTBETCTBUM €O crelMdHKaUMAMY, CONCPXKALIMMHUCA B PEMUCTPALIMOHHOM N0CHE CTPAHBI-HMIIOPTEPA.
3anucH TI0 IPOM3BOZCTBY, YIIAKOBKE H aHANH3Y MTPOBEPEHbI, U YCTAHOBJIEHO UX COOTBETCTBME Tpeboanuam [Ipasun
Haanexauleil ponu3BoACTBEHHOM NpakTHKK EBpasniickoro 3kKOHOMHYECKOTO CO3aN.

Hpumeyanne: [IpoaykT cooTBercTByeT Tpebosanusam H/L

/

Opinion : APPRUVED
3axnwyenne: OJOBPEHO

Prepared by /
IMoarotosneHo: Sarita Sharma

Checked by /

Z

IMposepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxopoauTens: Amit Kumar

—

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: |
Jarta: 17.04.2025 °

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hydarabud - 500034, Talangana, Indin
Tob: 491 30 4900 2909, Fax: 421 40 3200 2998, Erail: maii@dreeddys.com
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