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

vill. Khol, Nalagarh Rozd, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 E6£001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page10f 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayxr: Moykann", TadIeTKH, MOKPbIThIe IJIEHOYHOH 060/104K0ii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccug

Batch No / : Batch Quantity / _~750000.0 tab /

Cepusi Ne R O6neM cepuu " 750000.0 Tab

Analytical RepOft No/ - 040002891229 Date of Analysis / - 17.04.2025

AHajiHTHYecKHid oTueT No JlaTa aHaau3a

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

JlaTa npou3BoacTBa T'oxen go

Mfg. License No. / MA number: /

IIponzBoacTBeHHas . MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)
Homep PY

JuneH3ns Ne —

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

the cross-section. / Tabnetku
KaICyJIOBUIHOM (OPMBI, MOKPHITHIE
NIIEHOYHOH 000JI04YKOH OpaHKEBOI0
LIBE€Ta, C PUCKOH Ha OJJHOH CTOPOHE;
Ha TIONIEPEYHOM pa3pese — sIpo
Oeoro 1Bera.

Nt |Test/ IlokazaTens Results/ PesyabTaThl Specification / Hopma
|Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |OnucaHue one-side scored tablets; white core at |scored tablets; white or off-white core at the

cross-section. / TabneTku kancyaoBUAHOM

(& OopMBI, TOKPBITHIE [NIEHOYHOH 000JI0UKOH
OpaH>XEeBOI0 LIBETa, C PUCKON Ha OJHOM CTOPOHE;
Ha MMOTEPEYHOM pa3pese — sApo 6eJIoro Uin
o4ty OeJoro LBETA.

Remarks : The Product conforms to ND/
IIpumeyanne: [IpogyKT cOOTBETCTBYET TpEOOBaHHAM HI,W

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by/ 4 Checked by / } Approved by: Manager/Executive
[ToarotoBneno: Sarita Sharma [TpoBepeno: Pravesh Rana /Ono6peno: Menemxep /
PyxoBoaurens: Amit K\umap -
.I )
Reprint Date: Reprint Date: Reprint Date: !
Hara: 17.04.2025 Hata: 17.04.2025 Hara: 17.04.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com




Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr‘ Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98166 5£001-02
www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykr: M6ykaun®, Ta6eTkn, NOKPLITHIE MIEHOYHOI 060,10uK0#, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 750000.0 tab /

Cepus Ne § V2500637 Ob6bem cepun " 750000.0 Tab

Analytical Repovrt No/ - 040002891229 Date of Analysis / - 17.04.2025

AHaaaTHYecKHH oTyeT Ne Jarta anannsa

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

JlaTa npou3BoacTBa Tonen a0

Mfg. License No. / MA number: /

IIponsBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PT"-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Ananu3 npoeeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
INoanuHHOCTH CooTBeTcTBYET 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) /
BpemeHa yiep)KWBaHHS OCHOBHBIX IIHKOB Ha
XpOMAaTOrpaMMe HCTIBITYEMOTO PacTBOPa JOJIKHBI
COOTBETCTBOBATH BpEMEHAM yIEpXKUBaHHs MHUKOB
Ha XpoMarorpaMme pacTBopa CTaHIApPTHBIX
obpasiioB ubynpodeHa u napaueramosa (pasaen
«KonnyecteeHHOE OnpeaesieHue»)

3 |Average tablets weight / 975.5 mg/ 975.5 mMr 940.9 mg to 999.1 mg
Cpennssa macca TabJeToK (970.0 mg £ 3.0 %) /

Or 940,9 MI Jo 999,1 MT
(970,0 mr + 3,0 %)

4 |Disintegration / 03 min 10 sec / 03 mud 10 cek  |Not more than 30 min /
Pacnapaemoctb He 6onee 30 muH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeyanue; [Tpoaykr cooTseTcTBYeT TpeGoBanusam HJT 3axmovenne: OJJOBPEHO

Prepared by / & Checked by / 2 Approved by: Manager/Executive

[NoaroToeneno: Sarita Sharma [TpoeepeHo: Pravesh Rana /Ono6peno: Menemxkep /

PykoBoautenb: Amit Kkt\lmar\,.- ]

N

Reprint Date: Reprint Date: Reprint Date: !

Hara: 17.04.2025 Hara: 17.04.2025 Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr., Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 3 0f 10/ CTp. 3 u3 10

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

MponyxT: H6ykaun®, Ta6/IeTKH, NOKPBITHIE NUIEHOYHOIT 060104K0ii, 400 Mr + 325 Mr

gunen3ns Ne

Market / PoiHoK :Russia / Poccusg

Batch No / ) Batch Quantity / ~ 750000.0 tab /

Cepus Ne 5 V2500637 O6bemM cepun " 750000.0 Ta6

Analytical Repourt No/ - 040002891229 Date of Analysis / - 17.04.2025
AxajuTHYEeCKHH 0TYeT No HMata anasnza

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

JaTa mpoH3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAs : MNB/05/263 Howmep PY . JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolutlon /

PacrBopenne
97% to 104 %

98 % to 103 %

Mot legs than 70% (Q) of Ci3HigD: (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H, 30, (ubynpoden) uyepes
30 muH

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

He menee 70 % (Q) CsHoNO; (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/

I pumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusaM HJI /

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by / £

IMoaroroeneno: Sarita Sharma

Checked by /

IIposepeHo: Pravesh Rana

Approved by: Manager/Executive
/Ono06peno: Menempxep /
Pykosojutens: Amit Kumar

Reprint Date:
Hata: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: {
Jarta: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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, INDIA
Tel ; +91 9816€ ££001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

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

Hponykr: M6ykaun®, Ta6,1eTKH, MOKPBITHIE NJIEHOUHOH 060.104K0i, 400 Mr + 325 Mr

Market / Poiaox :Russia / Poccus

Batch No / . Batch Quantity / ~750000.0 tab /

Cepug Ne  VELr O6nem cepuu " 750000.0 Tab

Analytical Repourt No/ - 040002891229 Date of Analysis / . 17.04.2025

AHaauTHYeCKH I oTueT Ne JMata anasnza

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

JdaTa npoM3BoaCTBa T'ogen no

Mfg. License No. / MA number: /

IlpousBogcTBEHHASA : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne _

Analysis performed according ND: / Ananns nposeaed no HJI: JI_II-N9(003654)-(PF-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHbIe IPUMECH than 0.005% /
Method 1/ Metona 1 4-amuHodeHon (mpuMmech MapaLeTaMmona) He
6onee 0,005 %
1
o Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /
JIiobas eauHuuHas npuMech (uOynpodeHna wiu
napateramora) e 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
Rl than 0.7% / Cymma npumeceit (Meton 1 + Metoz
2) He 6onee 0,7 %
7 |Water / Bona 1.3% Not more than 5.0% /
He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykTt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by / [5— Checked by /
[ToaroroBneno: Sarita Sharma

[TposepeHo: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens: ;Qu:ut Kumar

Reprint Date:
JHara: 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date:
Hata: 17.04.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘.. _ _
) e Formulation Unit-6

Dr. Reddy S .. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 0816655001-02

www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykann®, Ta6/IeTKH, NOKPHITHIE IJIEHO4YHO 060.104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 750000.0 tab /

Cepus Ne 3 M2900057 O0bem cepuu " 750000.0 Tab

Analytical Report No/ - 040002891229 Date of Analysis / . 17.04.2025

AHaIMTHYECKHIT oT4eT No Hara anaaunsa

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

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

IlpounssoacTBenHas : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne -

Analysis performed according ND: / Anann3 nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /
OIHOPOTHOCTD Acceptance value (AV) should be not more than
JIO3HpOBaHUS 2.3 15.0 / Toka3atens npuemneMoctH (AV) nonmxeH
- ibuprofen / ubynpoden 6bITh He 6onee 15,0

Acceptance value (AV) should be not more than

- paracetamol / 2.4 15.0 /Tlokasatenb npreMsaeMocTd (AV) 1omkeH
napaleTaMmost ObITh He 6onee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [[poaykr cootBeTcTBYET TpeGoBanusam HJT 3axmnouenne: OJOBPEHO

Prepared by / V Checked by / % Approved by: Manager/Executive

[ToaroroeneHo: Sarita Sharma [TpoeepeHo: Pravesh Rana /Onobpeno: Menemxep /

PykosoauTens: Amit Kumar
Reprint Date: Reprint Date: Reprint Date:  §
Jlara: 17.04.2025 Hara: 17.04.2025 Hara: 17.04.2025

Registared Office: 8-2-337, Road No. 3, Bzanjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khot, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +51 98166 5G001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 6 of 10/ Ctp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Hoykann®, TabieTKH, NOKPLITHIE JIEHOYHOI 060/10uK0ii, 400 Mr + 325 mr

anueH3Ha Ne

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _~ 750000.0 tab /

Cepus No V2500637 O6bem cepuu " 750000.0 Tab

Analytical Repo:‘t No/ - 040002891229 Date of Analysis / . 17.04.2025
Anajgurnyecknii oryer Ne Jara anajnza

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

daTa Ipou3BOACTBA TI'onen no

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananm3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MuxkpoGHoJIorHYecKas
'yuceroTa*

|a) Total aerobic microbial
count / O61uee 4yucio
aspobHbIX
MHUKPOOPTraHH3MOB

b) Total combined yeasts
and mould count / Ob11ee
YHUCIIO APOXCKEBBIX U
IJIeCHEBBIX TpU6OB

¢) E. coli

NA

NA

NA

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

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

1r

Shall be absent in 1lg / OtcyrctBHe B

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akawuenue: OJOBPEHO

IIpumeuanue: [JpoaykT coorBeTcTBYeT TpeboBanuaM H/J

Prepared by / 5

[MoaroroBneHo: Sarita Sharma

Checked by / ‘2__
[TpoBepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykopoauTesb: Amit %pmar

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date: |
Hara: 17.04.2025

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98165 S£001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hpomyxr: I/Iﬁymmﬂ®, Ta0JIETKH, MOKPBITHIE NMJIeHOYHOH 060104K0ii, 400 mr + 325 Mr

Market / Peinok :Russia / Poccns

Batch No / . Batch Quantity / ~750000.0 tab/

Cepusi Ne § V2500637 O6bem cepuu ' 750000.0 Tab

Analytical Report No/ - 040002891229 Date of Analysis / . 17.04.2025

AnaguTHyecKHii oTyer No JlaTa aHa/u3a

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

JaTa npousBoaAcTBa I'ogen no

Mfg. License No. / MA number: /

TIponsBoACTBEHHAs! : MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anauu3 nposeaes mo HJI: JITI-Ne(003654)-(PT-RU)-101123

10 |Assay / KonnuecTBeHHOE
onpeaesieHHe

391.2 mg/391.2 Mr

317.60 mg /317.60 mr

360.0 to 440.0 mg of Ci3H302 (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C3H1302 (ubynpoden) B
TabneTke

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

01292,5 Mr 10 357,5 mr CsHoNO», (napaneramon)
B TabneTxe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabieTok
B [IBX/Al 6nuctep. [lo 1 6aucrepy
B MayKky KapTOHHYIO BMECTE C
MHCTPYKIUEH 10 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / TTo 10
tabnerok B IIBX/Al 6smcrep. Tlo 1, 2 nim 20
OaMCTepOB B HadKy KapTOHHYKO BMECTE C
HHCTpYKLUHEH Mo NPUMEHEHHUIO.

| 12 Labeling / MapkupoBka |According to ND. / B coorsercteun ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe [1pu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
TOHOCTH

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

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykt coorsercTByeT Tpebopanusam HJ |)

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / V

IToarorosneno: Sarita Sharma

Checked by / A,
Iposepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoaurens: ,Qmit Kumar

Reprint Date:
Jara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: |
Hara: 17.04.2025

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

CIN: L85195AP1984PLLC004507

www.drreddys.com
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Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 10/ C1p. 8 m3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxT: H6ykaun®, Ta6eTku, NOKphIThIE IUIEHOYHOI 060104K0#, 400 Mr + 325 Mr

AnajMTH4YecKHii oTueT No

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 750000.0 tab /
Cepun Ne 3 V2500637 O6nem cepuu " 750000.0 Tab
Analytical Report No / . 040002891229 Date of Analysis / . 17.04.2025

JlaTa aHa/mM3a

IIpou3BoacTBEHHAR : MNB/05/263
JuneH3ns Ne

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030
JaTta npousBoacTsa T'open oo
Mfg. License No. / MA number: /

Homep PY . JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Anann3 nposenen no HJI: 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.

IMTpumeuanue: CChUIKH B HOPMAaTHBHOH JOKYMEHTALUK NpUBeAeHbl Ha 'O PO XIV.

* [IpoBOAKTCA IPON3BOAUTENEM [IPH BBITYCKe NIEPHOANYECKH: Ul ka0l 20-0l cepuy uiu He MeHee 1 pasa B
rog. [ToxazaTens MOXET ObITh HE BKIIFOUEH B CepTU(UKAT aHANIH3a GHPMBIL.

IJId:

API name / HaumeHoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240221 APAP/24081243, APAP/24081244
Howmep cepuu npoussoautens APC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIHNH NPOU3BOIUTES FERAO00741 FERA00703, FERA00704

Ilpon3eoaurens ADC, crpana:

Solara Active Pharma Sciences

API Manufactured by & country / Limited, India / Conapa OKTuB
®apma Caliencus Jlumuren, I'panynec Unnus Jiumuren, Mapus

Granules India Limited, India /

HMrgsis

Remarks : The Product conforms to ND/

Opinion : APPROVED

Hpumeuanue: [Ipoaykt coorsercTByeT Tpebosaruam HJL 3axmouenne: OXOBPEHO
Prepared by / \&— Checked by / 2 Approved by: Manager/Executive
[ToaroroBnexo: Sarita Sharma [TpoeepeHo: Pravesh Rana /Onobpeno: Menemxep /

PykoBoauTens: Al{jt Kymar

Reprint Date: Reprint Date: Reprint Date: ]
Hara: 17.04.2025 Hara: 17.04.2025 JaTa: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com




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

@
DI’. Reddy,s Q... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55C01-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 9 of 10/ Ctp. 9 m3 10

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

Mpoayxt: U6ykaun®, Tad/ieTku, IOKPHITHIE INIEHOYHOl 060J104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~750000.0 tab /
Cepust Ne i V250007 O6bem cepun " 750000.0 Tab
Analytical Report No/ - 040002891229 Date of Analysis / . 17.04.2025
AHanuTHYeCKHii oT4eT No JaTa ana;u3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030
JaTa mpou3BOACTBa I'open no

Mfg. License No. / MA number: /

I[Ipon3BoacTBeHHas! : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)

Homep PY
JuneH3Hs Ne N
Analysis performed according ND: / Anaau3 npoeaen no HJ/I: 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. Sclan (HP) 1737205, India (lirense Nn
site / MNB/05/263) /

HaumenoBaHHe, agpec, JULEH3UA I H-p Penau’c Jlaboparopuc JIta., Mnaus, [IpoussoacTeeHHOe
IIpousBoacTBeHHas niaomwanka / Ilnomanxa noapaszaenerue-6, Bumn. Kxons, Hanarapx Poyn, banu, Juctpuxrt
KOHTpOJIsA KayecTBa / Ilnomagka BeINyCKa Conan, X.I1., 173205, Uuaus (mauen3us 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».

3akj04eHHe 0 COOTBETCTBMM: «HacTOAIMM 1 MOATBEPXKAAL0, YTO NMPUBEIEHHAs Bblle UH(YOPMALKMS SBIAETCA
ZIOCTOBEPHOH M TOYHOM. DTa cepus MpPOJAYKIMM Mpou3BeAeHa (BKIIOYas YNAKOBKY (MapkKMpOBKY) M KOHTPOIb
KauecTBAa) Ha BBIIIEYKA3aHHOM MPOM3BOJACTBEHHON IUIOmAAKe (MUIOIIAAKaX) B [MOJIHOM COOTBETCTBHU C
TpeGoBanuaMu [IpaBun Hajulexkalleli MPOM3BOACTBEHHOM MpakTHKK EBpasuiickoro sxonomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdpst 2022) u Tpe6OBaHUAMH KOHTPOJIA KaUyeCTBA JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Jpoaykr coorsercTeyet TpeGosannsm HJL 3akmouenne: OJOGPEHO
Prepared by/ /> Checked by / - Approved by: Manager/Executive
[Toxrorosneno: Sarita Sharma [TpoeepeHo: Pravesh Rana /Ono6peno: Menemxep /

PykoBoautens: Al{lit Kumar

Reprint Date: Reprint Date: Reprint Date: i
Harta: 17.04.2025 Jara: 17.04.2025 Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 10 of 10 / Ctp. 10 u3 10

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

IIpoaykKr: I/IﬁyKJmH®, Ta6JIeTKH, HOKPBITHIE MJIEHOYHOH 06010uK0ii, 400 mr + 325 mr

Market / PoiHox :Russia / Poccust

Batch No/ , Batch Quantity / ~750000.0 tab/

Cepust Ne V2500637 O6bem cepui " 750000.0 Tab

Analytical Repourt No/ - 040002891229 Date of Analysis / . 17.04.2025

AHanIUTHYECKHH oTyeT No Jlata aHajaM3a

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

Jiara OpoH3BoOACTBA I'onen o0

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JHneHs3ug Ne N

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

a Tak)Xe B COOTBCTCTBUH CO cneumbmcaummu, coJiepXKalUMHMCA B perucTpallHOHHOM JA0ChEe CTpaHbI-UMIIOpTEpPA.
3anucu no MIPON3BOACTBY, YITAKOBKC H aHAJIM3Y MPOBCPCIILL, H YCTAIIOBJICIIO 11X COOTBETCTBUC Tp€6OBaHI/ISIM HpaBnn
Hannexcameﬁ ﬂpOI’lSBOI[CTBCHHOﬁ NpaKTHKH EBpa3m‘/’1c1<or0 3KOHOMHYECKOI'0 COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: [TpoaykT cootBeTcTBYeT TpeboBanusam HJI / 3akoyenne: OJJOBPEHO

Prepared by / J£—— Checked by / — Approved by: Manager/Executive

[Mogrorosneno: Sarita Sharma [Tpoeepeno: Pravesh Rana /Opnobpeno: MeHnemxkep /
PyxoBoautens: Amit Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 17.04.2025 Hara: 17.04.2025 Jara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com




