Dr.Reddy’s Q_-.

Dr. Reddy's Laboratories Ltd.

e, Baddi,
2 205, INDIA
S

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTM3A

Page 1 0of 10/ Crp. 1 13 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
poayxt: U6ykaun®, Ta61eTKH, NOKPhITHLIE IIeH04H0#A 060m04K0ii, 400 Mr + 325 M

Market / PbitHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
| Cepua Ne { Vi20gaot O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002946725 Date of Analysis / . 27.05.2025
AHajHTHYeCKHH oTHeT Ne Jara aHau3a | S
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2030
JaTa npou3BoAcTBa T'ogen no
Mifg. License No. / MA ber: /
| IlpouzBoACTBEHHAA : MNB/05/263 b et . JITI-Ne(003654)-(PT-RU)
Homep PY
JnueH3usa Ne - -

Analysis performed accordi;g ND: / AHanu3 npoeegen no HJI: JIH—NE(OOSGS-")-(PF—Rﬂ):I()l_l_ZS_ i

Ne |Test / ITokazaTens

Results/ Pesynbratsl

Specification / Hopma

Appecarance /
Omnucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancynoBHUAHOH (OpMBl, TOKPBITBIE
NNEeHOYHO 00ONOYKOH OpaH)XeBOro
11BETa, C PUCKOH Ha OIHOH CTOPOHE;
HA NOMIEPEYHOM pa3pese — AApPo
6enoro uBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabeTkn KancynoBUOHON
(bOpMBI, TOKPBITHIE TINEHOUHOH 000IOUKOH
OpaHkeBOro 11BETa, C PHCKOH Ha OAHOMH CTOPOHE;
Ha TIONepPe4HOM paspese — siapo 6enoro unn
no4ytd Genoro LBeTA,

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoayxT coorseTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
lloarorosneHo: Shivani

A

Checked by /

llposepeno: Pardeep Kumar
:

C‘_\L*""

Approved by: Manager/Executive
/Upobpeno: Menemxep /
PyxoBoautens: Amit Kymar

].'l'\ . _—

Reprint Date:
Hara: 27.05.2025

Reprint Date:
Harta: 27.05.2025

Reprint Date: !
Jara: 27.05.2025

Registered Office: 8-2-337, Roard N 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

Dr. Recldy's Laboratories Ltd.
ulation Unit-6

Road, Baddi.
205, [NGIA

£rven?

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AH

AJITH3A

Page 2 of 10/ CTp. 2 u3 10

Product; Ibuclin, film-coated tablets, 400 mg + 325 mg
| OpoayxT: MGykmun®, TabneTky, NOKphiTHIe IJIeHoYHOol 060a0uK0il, 400 Mr + 325 mr

Analysis performed accordi;g ND: / Ananus nposeses

o HL: JITI-Ne(003654)-(PT-RU)-101123

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne A Obbem cepiu " 800000.0 Tab

Analytical Repourt No/ - 040002946725 Date of Analysis / . 27.05.2025

AHajguTHUecKkmii oTueT No - MaTa aHaan3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

Jara nposu3BOACTBA Togen oo

Mfg. License No. / MA ber: /

IpouzpoacTBeHHAs : MNB/05/263 gy e . JITI-Ne(003654)-(PI'-RU)
Homep PY

nnnensus Ne nET s T §

2 |Identification /

(TIogMHHHOCTB
|

Complies as prescribed/
CooTtBeTcTBYET

~ |The retention times of the main peal?s 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 ynepxuBaHMA OCHOBHBIX NHKOB Ha
XpOMaTorpaMme HCIbITYeMOTO PACTBOPa IOIDKHbI
COOTBETCTBOBATH BpEMEHAM YACPHHBAHHS T1HKOB
Ha XpoMmaTorpamme pacTBOpa CTaHAapTHBIX
o6pasios ubynpodeHa U napaueramona (pasuen
«KoANUYeCTBEHHOE ONpEAeIeHHEY)

3 |Average tablets weight / 968.9 mg / 968.9 Mr 940.9 mg to 999.1 mg
Cpennsia Macca TaGJeTok (970.0 mg £ 3.0 %) /
Or 940,9 Mr o 999,1 MT

(970,0 Mr £ 3,0 %)

4 |Disintegration /
PacniazaeMocTh

07 min 38 sec/ 07 MMH 38 cex

Not more than 30 min /
He 6onee 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cootsercTayer Tpebosannam HIT

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[Moarorosaeno: Shivani
AT

Checked by /
[posepeHo: Pardeep Kumar

»

Approved by: Manager/Executive

/Omo6peno: Menemxep /

PykoBoanTens: AmitLKt}mar
AN—_—

Reprint Date:
Hara: 27.05.2025

Reprint Date:
Hara: 27.05.2025

Reprint Date: ¥

Hata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2239, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘%

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Naicgarh Road, Baddi,
Distt. Solan, .P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A

Page 3 of 10/ C1p. 3 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayscr: Hoyxanu®, TaGaern, noxpeireie nieHoaHol 06oa0%koif, 400 mr + 325 Mr

Market / PplHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne 2 Ve O6bem cepnn " 800000.0 Tab
Analytical Repourt No/ - 040002946725 Date of Analysis / . 27.05.2025
AHaJuTHYeCKHH 0TYeT No JlaTa aHaH3a Sl
| Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030
| JlaTa mpou3BOACTBA I'open a0
| Mfg. License No. / MA ber: /
I pousBocTBelas . MNB/05/263 s ““‘;}y“' - JITI-Ne(003654)-(PT-RU)
Jnnen3us No omep e S |

Analysis performed according ND

: / AHann3 npoBeaeH Mo HJI JIH-J\’!(EO3654]-(PF:§I})-101123

S |Dissolution /
PacTBOpeHue

98 % to 101 %

99 % to 102 %

Not less than 70% (Q) of CisHisO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H 302 (nbynpoden) depes
30 MUH

Not less than 70% (Q) of CsHsNO: (paracetamol)
after 30 min/ )

He menee 70 % (Q) C:HoNO; (mapauetamon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoAyKT cooTBETCTBYET TpeboBanuam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
TloarorosieHo: Shivani

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHemxep /
Pykosogurens: Amit IL{umar

—

=
f

Reprint Date:
Hara: 27.05.2025

o _\L et
Reprint Date:
Jara: 27.05.2025

J
Reprint Date: !
Hara: 27.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd,
Fermuiziion Unit-6

=T
Dr. Reddy’s ‘... /w Kisol, Malagar Roac

o A, chi, A

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 10/ C1p. 4 13 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipopyxr: W6yrann®, tabaeTky, NORPHITHIE NIeH04HO0i 060a04Koii, 400 Mr + 325 mr

Market / Prinox :Russia / Pocchs

Batch No / .U Batch Quantity / _ 800000.0 tab /

Cepns No o O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002946725 : Date of Analysis / . 27.05.2025

AHANHTUYECKMIE 0TYeT No JaTa ananuza =

Date of Manufacture / < 04/2025 Date of Expiry / . 03/2030

JlaTa npoH3BOACTBA Tonen g0

Mfg. License No. / MA number: /

IIpoH3BOACTBCHHAS - MNB/05/263 M G + JITI-Ne(003654)~(PT-RU)
Homep PY

Juues3ns Ne

Analysis performed according ND: / Anaans nposeaen no HJL: JII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHbIe IPUMECH . than 0.005% /

Method 1/ Meron 1 4-amunoderon (MpHMeck TapaueraMona) He
donee 0,005 %

. Any individual impurity (of ibuprofen or

Method 2 / Meton 2 0.05% paracetamol) - not more than 0.3% /

TMiobag eaunnunas npumeck (ubynpodena ynn

napatieramona) ve Gonee 0,3 %

0.05% Total i s .
otal impurities (Method 1+ Method 2) - not more

than 0.7% / Cymma npumeceit (Meron 1+ Meroa

2) ne Gonee 0,7 %

7 |Water / Boaa 1.5% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumevanne: [Ipoaykr coorercTByer TpeGopanuam HIT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Monrorosnedo: Shivani L iposepeno: Pardeep Kumar fOnob6peHo: Menenxep /
T ; PykoBoauTens: Amit Kumar

E \ (}1--»"" = - //\_,. }S]
Reprint Date: ) Reprint Date: Reprint Date: i
Hara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

De
Dr. Reddy’s “.. L Vil Khol, Mamgaihs Road, Baddi,
- Disti. Solan, H, 173 205, INDIA

INgia AN

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 5 of 10/ CTp. S M3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayscr: Moyrnu®, Tabaerku, TOKPLITHIE MieH0wH0i 060/104KO0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccna

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusn No 1 200008 Ob6bem cepul * 800000.0 Tab

Analytical Repourt No / . 040002946725 Date of Analysis / . 97.05.2025

AnanuTHHeckHii oT4eT No JHara anannsa Sh

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

Jata npou3soAcTBa I'oaen oo

Mfg. License No. / MA number: /

IIpoussoacTBennas : MNB/05/263 . ’ : JII-Ne(003654)-(PI'-RU)
Homep PY

JHnen3usi No

Analysis performed according ND: / Anajins npoeees 1o HII: .ﬁﬁi(ﬂﬁé@ﬂﬁf’-ﬁﬁ)ﬁb1_1 23

8 |Uniformity of dosage 3 N O T
units /
OnHOPOZHOCTD Acceptance value (AV) should be not more than
JO3UpOBAHUs 1.5 15.0 / [Mokasarens npueMieMoctd (AV) HoixeH
- ibuprofen / u6ynpoden 6b1Th He Gonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.5 15.0 / [TokazaTens npuemieMocTH (AV) 10mKeH
|mapaneTaMon : 6biTh He bonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Opumevanne: [IpoayKT cooTBeTcTBYET Tpebosanusm HIL 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoxgroTosneHo: Shivani I[Tposepeno: Pardeep Kumar /Opo6peno: MeHemxep /
i Pyxoroautens: Amit Kumar
5T = fE
Reprint Date: Reprint Date: Reprint Date: Y
Hara: 27.05.2025 Harta: 27.05.2025. Jlara: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 40 4900 2900, Fax: +91 40 49C0 2999, Emaik: mail@drreddys.com
CIN: L85195AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Kkol, Naiagarii Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Page 6 of 10/ Cp. 6 u3 10

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

Tpoayxr: Hﬁxxﬂml"’, TabIeTKH, TOKPBITHIE IVIEHOUHO#H 060/104K0iH, 400 Mr + 325 Mr

)

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus No R O6nem cepiti " 800000.0 Tab
| Amammrseorah oraer g+ V40002946725 oo s 27052025
| Bissysssnerss 0472005 et A
|
| Mfg. License No. / MA ber: /
| IiponzBoACTBeRHAs : MNB/05/263 humer © JITI-Ne(003654)-(PT-RU)
p
Juen3un Ne Homep PY

Analysis performed according ND

: / Ananns npon_enen mo HI: JIH—N&(003654):fPf-R[1)-lﬂl1‘_23

9 |Microbiological purity* /

MukpoGHo/Iorn4ecKasn

| yucroTa®

[ a) Total aerobic microbial
count / Obiee yucIo

a3pobHBIX

MHKpPOOPran1u3mMoB

b) Total combined yeasts
and mould count / O6mee
YUCJIO APOROKEBBIX U
NJIECHEBBIX Ip1bOB

¢) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He Gonee 100¢ KOE/r -

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1lg / OtcyrcTBue B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTsercTByeT Tpebopannam HJI

Opinion : APPROVED
3axnouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Shivani [Iposepeno: Pardeep Kumar /Ono6peno: Mexemxep /
XJ/ ? PykosoauTens: Amit Kumar
S N— —
Reprint Date: Reprint Date: Reprint Date:
JHara: 27.05.2025 Hara: 27.05.2025 Hara: 27.05.2025

Registered Office: 8-2-337, Ruad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘2.‘.

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

vill. Khol, salagarh Road, Baddi,
Disit. Solan, A.7, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page 70f 10/ Ctp. 7 11310

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
T ponyscr: Moykiuun®, Tabaerks, NoKpbIThie NieHoYHol 06001K0ii, 400 Mr + 325 mr

Analysis performed according ND

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne VIR 061em cepHH ' 800000.0 126
Analytical Repourt No/ . 040002946725 Date of Analysis / . 27.05.2025
AraauTHuecKnif oTueT Ne JlaTa ananunsza i |
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030
JlaTa mpon3BOACTBA T'onen no
Mfg. License No. / MA number: /
ITpouzBoacTBeNNAST - MNB/05/263 i : JIE-Ne(003654)-(PI'-RU)
Homep PY
auuensua Ne

: / AHasu3 OpoBeeH 1o HJL: JII-Na(003654)-(PT-RU)-101123

10 |Assay / KoauuecTBeHHOE
onpegenenue

395.2mg /3952 Mr

321.39 mg /321.39 mr

360.0 to 440.0 mg of C;3H302 (ibuprofen) per
tablet /

Ot 360,0 Mr mo 440,0 mr Ci3HzO2 (Oynipodhen) B
Tabnetke

292.5 to 357.5 mg of CzHoNO: (paracetamol) per
tablet / i

Ot 292,5 mr 110 357,5 mr CsHoNOa (napauetamon)
B Tabnetke

11 | Package / Ynakogka

10 tablets in PVC/AI blister.
blister and a patient information
leaflet in a carton. / [To 10 Tabnerok
B [IBX/Al 6nucrep. ITo I 6nucrepy
B TAuYKy KAapTOHHYI0 BMeECTe C
WHCTPYKLREH N0 IpHMEHEHHIO.

1

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / I'lo 10
tabnerox B MBX/Al 6iucrep. Ilo 1, 2 nim 20
OnMCTEpOB B NadKy KapTOHHYIO BMecTe C
MHCTPYKLMEH 110 TPHMEHEHHIO,

12 | Labeling / MapkupoBka

According to ND. / B coorserctBun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue ITpn Temneparype He Bblme 25 °C.
14 | Shelf life / Cpox 5 years/ 5 net
TOAHOCTH

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

Remurks  The Prwloei confisoms (0 WY

Qpinivn ; ATTROYED
3aksouenne: OJIOBPEHO

Prepared by /
Ioarotosnedo: Shivani

T

Checked by /

IIpoBepeno: Pardeep Kumar

o

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

—

Reprint Date:
ITaTa: 27.05.2025

Reprint Date:
Hara: 27.05.2025

Reprint Date: v

Jara: 27.05.2025

Registered Office: 8-2-327, Road No. 3, Banj:era Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, [mail: mail@drreddys.com

CIN: L85195AP1284PLCO04507

www.drreddys.com




Dr.Reddy’s Q_'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 '
Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +21 58165 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Page 8 of 10/ CTp. 8 m3 10

Product; Ibuclin, film-coated tablets, 400 mg + 325 mg -]

Hponykr: Hoysann®, Ta6aeTke, NOKPLITHIE NNEHOYHOH 060.104KO¥, 400 mr + 325 mr =

Market / PoiHOK :Russia / Pocchs

Batch No / - Batch Quantity / ~800000.0 tab/

Cepus Ne i OobeM cepunt ' 800000.0 Tab

Analytical chozt No/ - 040002946725 Datg of Analysis / . 27.05.2025

AnagnrHuecknii oTaetT Ne Hara aHannsa

Date of Manufacture / - 04/2025 ]?ate of Expiry / . 03/2030

JaTa mpou3BoACTEA - | I'ozten 1o

Mfg. License No./ MA number: /

IIpownsBoacTeeHHast : MNB/05/263 n ’ ¢ JITI-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3HA Ne o ol = wellly - =

Analysis performed according ND: / Ananus nposegen mo HIT: JITE-Ne(003654)-(PI-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.

[Tpumeuanue: CChUTKM B HODMATUBHOM JOKYMEHTAMH IPUBEACHB! HA 'O PO XIV.

* [IpOBOAKTCS NPOU3BOAUTENEM IIPH BbITYCKE MEPHOAHIECKH: AN kaxxnoit 20-0it cepuy UM He MeHee 1 pasa B
roz. ITokazatens MOXeT 6biTh He BKIIOYEH B CEPTH(UKAT aHau3a QHUPMBL.

TJ1®P:

API name / Haumenosanue AQC: Tbuprofen / MU6ynpoden Paracetamol / [lapaneramon
INN / MHH: Ibuprofen / 6ynpodeH Paracetamol / [lapaueramon i
API manufacturer batch number / PIBM240261 APAP/24091298

Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepnu cyGCTaHIIMA MPOH3BOAHTENH FESA00044 FERA00744

API Manufactured by & country /
IIpoussoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Caitencus JInmutex,
Unnns

Granules India Limited, India /
I'panynec Unaua JIaMuTeA, Hnans

Remarks : The Product conforms to ND/

Npumeuanne: [Iponykr cootserctyer TpeboBaHaM HJI

Opinion : APPROVED
Zaxmodenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosneHo: Shivani [MpoeepeHo: Pardeep Kumar /Onobpeno: Menemxep /

— ( Pyxosogutens: Amil Kumar
Reprint Date: Reprint Date: Reprint Date:’
Hara: 27.05.2025 Jara: 27.05.2025 Hara: 27.05.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Qe
Dr' Red dy,s ‘_..' vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tal - +C1 G166 53001-02
www.drreagyz.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 90f 10/ C1p.9 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponywr: Mbykann®, Tabaericn, NoKpbITHIe MIeHOUHON 060104 K0iH, 400 Mr + 325 Mr
Market / PbIHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepns Ne V20 O6bem cepuu " 800000.0 Tab
Analytical Repoz't No/ . 040002946725 Date of Analysis / . 27.05.2025
| AHaJTHTHYeCKHH oTyeT No Jara anasimsa |
Date of Manufacture / . 04/2025 : Date of Expiry / . 03/2030
JaTa npou3BoACTBA ToneH ao
Mfg. License No. / MA number: /
IIpousBogcTBEHHAS! : MNB/05/263 i » JI11-Ne(003654)-(PT"-RU)
Howmep PY
Jauienszns Ne o p |PeeteaCalis s o smmsecle 5w o
Analysis performed according ND: / Ananu3s nposejien no HJL: JITI-Ne(003654)-(PT-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) /

HaumMeHoBaHHe, aapec, THUEH3HA A5 II-p Penau’c Jlabopatopue JIta., Uuaus;, [Ipon3BoncTBEHHOE
IpousBoacTBenHas niaomanka / Ilnowagka nozpaszeienue-6, Bunn. Kxons, Hanarapx Poyx, Banou, ddctpukr
KOHTPOJIA KadecTBa / Il101AAKa BLIMYCKA Conan, X.I1., 173205, Unans (niuensus 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 quality 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».

3aKIIl0ueHHe 0 COOTBETCTBHH: «HacTOMIIMM 1 MOATBEPKIAI0, UTO MPHBEJEHHAS BhIe MHPOPMAHs ABIAETCA
ZIOCTOBEPHOHM M TOYHOM. 3Ta cepus NPONYKUMHM NpoM3BeleHa (BKIOYaA YNMAKOBKY (MapKHpOBKY) M KOHTPOIb
KkadecTBa) Ha BLIIEYKA3aHHOM NPOW3BOACTBEHHOM Ilomajke (MIOWAKaX) B ITOJHOM COOTBETCTBHH C
Tpe6oBanuamu IIpaBun Hajnexaluel NPOU3BOJCTBEHHOM MpaKTUkK EBpasuiickoro SKOHOMUYECKOro COrO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) 1 TpeGoBaHUAMHU KOHTPOJIS KaYeCTBa JICKAPCTBEHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TponyxT cooTsercrayer Tpebosannam HIT 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
llogrorosnexo: Shivani [Iposepeno: Pardeep Kurar fOpuGpeny. Mexsurep /
" Pyxopoaurens: Amit Kumar
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Reprint Date: Reprint Date: Reprint Date: |
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

2o
Dr. Reddy,s ‘-... “Jélii Khol, Nalagaris Road, Baddi,

Distr. Solan, FLF, 173 205, INDIA

b}

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTH3A
Page 10 of 10/ CTp. 10 13 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoaykr: I’Iﬁymun@. Ta6JIeTKH, NOKPbIThIE IIeHoYHOM 060104K0ii, 400 Mr + 325 Mr
Market / Peinox :Russia / Poccust
Batch No / . Batch Quantity / _ 800000.0 tab/
 Cepusi No SVt O6beM cepuu " 800000.0 Tab N
Analytical RepOft No/ . 040002946725 Date of Analysis / . 27.05.2025
Anasutnyecknii oruer Ne JlaTa aHanau3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2030
Hata mponseogcTBa Tonen o
Mifg. License No. / MA number: /
ITpouzBoacTBEHHAA : MNB/05/263 o y ;. JITI-Na(003654)-(PI'-RU)
Homep PY
JieH3mst Ne -
Analysis performed according ND: / Anasus nposeaen mo HJL: JITI-Ne(003654)-(PT-RU)-101123

a TaKKe B COOTBETCTBHM €O CrelH(UKaUUIMHU, COACPXKAMMHUCA B PETUCTPaUMOHHOM J0CHE CTPaHbI-HMIIOpTEPA.
3anucH no NMpOMU3BOACTBY, YITAKOBKE U aHaJIM3y NPOBEPEHEI, U YCTAHOBIEHO UX COOTBETCTBUE TpeboBaHuaM [Tpasun
HaZnexauieil Npou3BOACTBEHHOH NPaKTHKK EBpa3sniicKoro 3KOHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpameuanne: [IpoaykT cooTBeTcTBYeT TpeGopanuam HII 3axmovenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosneno: Shiyani [Tposepeno: Pardeep Kumar /Qpo6peno: Meunemxep /
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