Dr.Reddy’s ":'

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Dazidi,
Distt. Solan, H.P,, 173 205, ihitis
Tel:+91 981656 5200102

wyww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page10f 10/ Ctp. 1 u3 10

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

Ipoaykr: U6ykaun®, TabneTKH, NOKPbITbIE MUIEHOYHOH 060/104K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne : V2402271 O6bem cepuu " 800000.0 Tab

Analytical Repourt No / - 040002725380 Date of Analysis / . 12.11.2024

AHanurHdecKHii oTyeT No JlaTa anajau3za

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa mpon3BoacTBa I'open no

Mfg. License No. / MA number: /

IlpousBogcTBeHHAs : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3usa No -

Analysis performed according ND: / Ananu3 nposeger no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne | Test/ Iloka3zarenn Results/ Pe3ybTaThl

Specification / Hopma

Appearance /
1 |OnuncaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarcCyJOBUAHOM HOPMBI, MOKPEIThIE
IIeHOYHON 000JI0UKOH OPaHKEBOIO
1[BETa, C PUCKOH Ha OJJHOM CTOPOHE;
Ha MONEPEYHOM paspese — Apo
Oesioro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyjaoBUIHON
(OpMBI, TOKPHITHIE INIEHOYHOH 060/104KOH
OpamKEBOr'0 1[BETA, C PUCKOH Ha OIHOI CTOPOHE;
Ha NorepeyuHoM paszpese — Apo 6enoro UM

MOUTH OeJIoro LBeTAa.

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: Ilpoaykt coorsercTByeT TpeboBanusam HJJ

3axnwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Santosh Kumar | [IpoBepeHo: Pawan Kumar /Onobpeno: Menemxep /
Maurya ( 4 PykoBonurens Amit LKHL}mar
2= e —
Reprint Date: Reprint Date: / Reprint Date: |
Hara: 12.11.2024 Hata: 12.11.2024 JaTa: 12.11.2024

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: L85195AP1984PLCC04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laharatorias i
Formulation Unit-6

Vill. ihol, Nafagarh Road, Bacij
Distt, Solan, H.P., 173 205, [
Tel:+91 98165 56001062

whangs drraddys com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 2 of 10/ Ctp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Ta6eTKH, NOKpHITLIE IIEHOYHOH 060,104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusg

Batch No / : Batch Quantity / . 800000.0 tab/

Cepus Ne s V2402271 O6bem cepun " 800000.0 Tab

Analytical Repo‘}‘t No / - 040002725380 Date of Analysis / - 12.11.2024

AHaJuTHYeCKH i oTueT Ne JlaTa aHajmM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa npon3BoacTaa T'ogen oo

Mfg. License No. / MA number: /

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

JHLeH3usd Ne

Analysis performed according ND: / Apanus nposejeH o HJT: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

" 2 [Identification /
ITog,tHHHOCTH

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 ynepxkuBaHHS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PacTBOPa AOJIKHBI
COOTBETCTBOBATH BPEMEHAM YACP)KUBAHUs NTMKOB
Ha XpoMmaTorpaMMmMe pacTBopa CTaHIapPTHBIX
obpasiioB ubynpodeHa u napareramona (pasgen
«KosnudecTBeHHOE OnpeeieHue»)

3 |Average tablets weight / 968.8 mg / 968.8 mr

Cpeanss macca TabjieTok

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %)/
Ot 940,9 Mr o 9991 MT

(970,0 Mr + 3,0 %)

4 |Disintegration /
PacnagaemocTthb

07 min 31 sec/ 07 muH 31 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT Tpebosanusam HJI

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Santosh Kumar | IlpoBepeno: Pawan Kumar /Ono6peHo: Menemxep /

Maurya PykoBoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date: |

Jara: 12.11.2024 Jara: 12.11.2024 Jara: 12.11.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hydarabad - 500034, Telangana, indin
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cam
CIN: LE5195AP1984PLCO0E5CT

wwnvdrreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Lahoratories Lid

Forimulation Unit-6

Vill. €hol, Malagarh fload, Radi
Distt. Solan, H.FL, 173 205, 1
Tl 0 +91 98166 56001-02

wwiwdrreddyus com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Page 3 of 10/ Cp.3 u3 10

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

Ilponykr: H6ykann®, TabaeTkn, NOKPLITHIE ILIIeHO4HOi 060104Koii, 400 mr + 325 Mr

Analysis performed according ND

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity /  800000.0 tab/

Cepus Ne j ageagl O6nem cepuu ' 800000.0 Tab

Analytical Repourt No / - 040002725380 Date of Analysis / - 12.11.2024

AHanuTHYecKHIf oTyeT No JaTa aHajun3sa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa IpoHu3BOACTBA Toaen no

Mfg. License No. / MA number: /

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

JauneH3us Ne

: / AHaJIM3 IpoBeAeH Mo HI[ JHI-Ne(003654)-(PT-RU)-101123

S |Dissolution /

Pacreopenne

100 % to 105%

100 % to 103%

Not less than 70% (Q) of Ci:H3s0; (ibuprofen)
after 30 min/

He menee 70 % (Q) C13Hs0» (ubynpodgen) yepes
30 muH

Not less than 70% (Q) of CsH9NO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (napaueramo)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusm HJ{

Opinion : APPROVED
3axnouenne: OJOBPEHO

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

[ToaroroeneHo: Santosh Kumar | [IpoepeHo: Pawan Kumar /OnobpeHo: Menemxep /

Maurya @/ 2?1‘ PykoBogutens Amit Kumar
At

Reprint Date: Reprint Date: Reprint Date: '

Hara: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

Tel: +91 40 4200 2900, Fax: +©1 40 4500 29

500034, Telangana, India
99, Email: mail@drreddys.com

CIN: LES195AP1Y34PLCO0AS0Y
wavesdrreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories {id
Formulation Unii-6

Viil. Khol, Nalas
Distiy Soian,
Tel 1 +91L 9

T o ye R
I 200

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6yknnn®, Ta6neTKH, NOKPLITHIE IJIEHOUHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiBOK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab/

Cepus Ne V2402271 Oo6nem cepun " 800000.0 Tab

analygical,Reposiey - 040002725380 R Y . 12.11.2024

AHaJHTHYECKHI oTdeT No JlaTa aHaaH3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npou3BOACTBA I'ogen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAas! : MNB/05/263 ) - JIII-Ne(003654)-(PT-RU)
Homep PY

auuenzus Ne

Analysis performed according ND: / Ananns nposeen mo HJI: JIH-N9(003654)-(PF-RU)_-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncTBeHHbIE NPHMeECH than 0.005% /
Method 1/ Merop 1 4-amuHodeHon (nmpuMech MapaueTamona) He
6onee 0,005 %
Method 2 / Meton 2 ) Any individual impurity (of ibuprofen or
B paracetamol) - not more than 0.3% /
JMobas eguHu4Has npuMeck (nbympodeHa unu
napaueramora) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Meton
2) ue 6omnee 0,7 %
7 |Water / Boga 1.6 % Not more than 5.0% /

He 6oi1tee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: Ilpoaykr coorsercTByeT Tpebopanusam HJL

Opinion : APPROVED
3akmouenue: OOBPEHO

Prepared by /
[MToarorosneno: Santosh Kumar

Maurya @/’

Checked by /
[Iposepeno: Pawan Kumar

£ —

Approved by: Manager/Executive

/Onobpeno: Menemxep /

PyxoBonuten Alglét/l_{umar
——

Reprint Date:
Jara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Date: ¥
Jara: 12.11.2024

Registerad Office: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 560034, Telanzana, India
Tel: +21 40 4900 2800, Fax: +91 20 1900 2629, Email: mail@drreddys.com
CIM: L85195AP1984PLCO04507

www,drredays.com




Dr.Reddy’s €¢

Dr. Recidy's Laborainres Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Radd),

Distt. Solan, H.P, 173 205, HiD»
Tl 491 981606 5000107

vt grradiives com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5 of 10/ Cp. 5 u3 10

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

Iponykr: H6ykaun®, Ta61eTKH, NOKPHITHIE MLIEHOYHOH 060,104K0H, 400 mMr + 325 Mr

JuneHzusg Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402271 O6bem cepun ' 800000.0 Tab

Analytical Repovrt No/ - 040002725380 Date of Analysis / . 12.11.2024
AHaJHTHYeCKHH oTueT Ne JlaTa anaam3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

Jara npou3sBOACTBA Topen g0

Mifg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposeaes mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OAHOPOOHOCTD
JIO3UPOBaHMS 1.9
- ibuprofen / ubynpocgen

- paracetamol / 1.9

napaneTamot

Acceptance value (AV) should be not more than
15.0 / Iokasarens npueMieMocTd (AV) foJixkeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / IlokazaTens npuemiieMocTd (AV) nojkeH
66T He Gonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axawuenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Togroropneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ono6peHo: Menemxep /
Maurya [’ﬁ ‘%, Pyxosonurens Arn_it,‘EL{imar

— Sl
Reprint Date: Reprint Date: Reprint Date:{
Jara: 12.11.2024 Hara: 12.11.2024 Jara: 12.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin

Tel: +91 44 4500 2900, Fax: +91 40 4900 2999, Ermail: mail@drraddys.com

CIN: L85195AP1984PLCC04567
v drreddys.com



Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Page 6 of 10/ CTp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: Uoyknun®, Ta6aeTkn, IOKPHITHIE IJIEHOYHO 060104K0H, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepus Ne st Oonem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002725380 Date of Analysis / . 12.11.2024

AnajguTuueckuii oTuer Ne JaTa aHaym3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npousBoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JIMIeH3Hs Ne

Analysis performed according ND: / Anaiu3s nposened mo HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpo0Guo/Ioru4ecKas
yHeToTa®

a) Total aerobic microbial
count / Obliee Hucno
a3poOHBIX
MUKPOOPTaHH3MOB

b) Total combined yeasts
and mould count / Ob1uee
YHCIIO APONOKEBBIX H
TiecHeBbIX rpHOOB

¢) E. coli

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

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

NA Shall be absent in 1lg / OTcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3axauenne: OJJOBPEHO

Prepared by /
[ToarotosneHo: Santosh Kumar

Maurya (}6

—

Checked by /
[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHemxep /
Pykosoautens Amit Kumar

=S e

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Jara: 12.11.2024

Reprint Date:!
Hara: 12.11.2024

Registerad Cilice: 8

Fali +C1 A0 4000 26060

3, Banjara Hills, Hyders
140 A900 100

il mail@ dimedo

1 - S00034, Teiangans, India

com




Dr. Reddy's Laboratories [td.
@ Formulation Unit-6

=]
? [ ] Vill. Khol, Nalagarh Road, Baddi,
Dr. ReddY S !.‘ Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: H6ykaun®, Ta6/eTKH, NOKPHIThIE IUIEHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2402271 Oo6beM cepun " 800000.0 Tab

Analytical RepoE't No/ - 040002725380 Date of Analysis / - 12.11.2024

AHaJHTHYeCKHI oTueT No JlaTa aHa/m3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npousBoacraa TI'open oo

Mfg. License No. / MA number: /

TIpousBoncTBeHHAs : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)
Homep PY

aunen3us Ne -

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

10 |Assay / KosimuecTBeHHOE 360.0 to 440.0 mg of Ci3Hi30: (ibuprofen) per
onpejeeHne tablet /

403.4 mg / 403.4 mr Ot 360,0 Mr g0 440,0 mr C13H1302 (ubynpoden) B
Tabnerke

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

324.90 mg / 324.90 mr OT1292,5 mr 10 357,5 Mr CsHoNO» (napaueramon)
B Tabnerke

11 | Package / ¥YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnetok |Ttabnerok B [IBX/Al 6muctep. Ilo 1, 2 umu 20
B [IBX/Al 6nuctep. [lo 1 6auctepy |OmucTepoB B NadKy KapTOHHYKO BMECTE C
B Madky KapTOHHYI0 BMeECTE C |HHCTPYKLIHEH IO NPHUMEHEHHIO.

WHCTPYKLIHEH N0 IPUMEHEHHIO.

12 | Labeling / MapxupoBka |According to ND. / B coorsetctBun ¢ HI,

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHnue Ipu Temneparype He Bblie 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
FOQHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanusm HJT 3axmoyenne: OJOBPEHO

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

[Toarotosneno: Santosh Kumar | IIpoBepeno: Pawan Kumar /Ono6peHo: Menemxkep /

Maurya @_’ PykoBoautens Amit Kumar
’%‘ Nt =

Reprint Date: Reprint Date: Reprint Date: V

Hara: 12.11.2024 Hara: 12.11.2024 Jara: 12.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLC0O04507
wwwv.drreddys.com




Dr.Reddy’s Qf':'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's l.aboratories Ltd.
Formulation Unit-6

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

wiww drreddys.com

Page 8 of 10 / Ctp. 8 u3 10

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

Mpoayxr: H6ykauu®, Ta0jaeTKH, NOKPLITHIE IJIEHOYHOH 060/104K0H, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne s vasie O6bem cepuu " 800000.0 Tab

Analytical RepOft No/ - 040002725380 Date of Analysis / . 12.11.2024

AHanHTHYecKHif oTyeT No Jarta ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JaTa 11poH3BOACTBA TI'open no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anauu3 nposegen mo HJI: JIII-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.

ITpumeuanue: CChUIKH B HOPMATHBHOM JOKyMEHTalluH npuBeaeHsl Ha I'O PO XIV.

* TIpOBOAMTCS IPOU3BOITUTENEM NPH BBIITCKE NEPUOANHECKHU: sl Kaxao# 20-0f cepun wiu He MeHee 1 pasa B
roz. ITokaszaTens MOXeT 6bITh He BKJIIOUEH B CEpTUPHUKAT aHaIn3a GUPMBL.

API name / HanmenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240160 0541/24-25
Homep cepun npoussoaurens ADC:
FP Manufacturer API Batch number /

FERA00525 FERA00530

Homep cepun cyGcTaHINH TPOU3BOAMTEINS
| ) (O

Solara Active

API Manufactured by & country /
Hpoussogurenn APC, cTpaHa:

Pharma Sciences

Limited, India / Conapa 3xTHB
®apma Caitencus Jlumuren,
Huaus

Sri Krishna Pharmaceuticals
Limited, India / Ilpu Kpuinna
®apmMacsioTukaic Jlumuren,
Nupus

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBanusm HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

—

Prepared by / Checked by /
IMoarorosneno: Santosh Kumar | Ilpoepeno: Pawan Kumar
Maurya @ %

Approved by: Manager/Executive
/Omo6peHo: Menemxep /
PykoBoautens Amit Kumar

Nt

Reprint Date:
Jara: 12.11.2024

Reprint Date:
Harta: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
fel: +91 10 4200 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CiN: LS5195AP1984PLC0O04507

www.direddy

5.CO0mM




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

Qe
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
3 Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 9 of 10/ Crp. 9 3 10

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

Mpoayxr: U6ykaun®, Ta6ieTKH, NOKPITbIE MIEHOYHOH 060,10uK0ii, 400 Mr + 325 Mr ]

Market/ PoiHok :Russia / Poccns

Batch No / i Batch Quantity / ~ 800000.0 tab /

Cepus Ne { V2402271 O0beM cepuH ' 800000.0 Tab

Analytical Repo\}'t No/ - 040002725380 Date of Analysis / . 12.11.2024

Anaguruyeckuii oryer Ne JaTta aHaan3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JaTta npousBoacTsa T'onen no

Mfg. License No. / MA number: /

IlpouzBogcTBeHHas : MNB/05/263 : ;. JII-Ne(003654)-(PT'-RU)
Homep PY

JuieH3us Ne

Analysis performed according ND: / Anann3 nposegen no HJI: JIII-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) /

HaumenoBanHe, agpec, JIMLEH3HS 1] H-p Pennwn’c Jlaboparopuc JIta., Uuaus, IlpousBoacTeeHHOe
IIpouszBoacTBeHHasn miowmaaka / Hnomanka noxpasaenenue-6, Bumn. Kxonws, Hanarapx Poyn, bamnn, Jluctpukrt
KOHTPOJIsI kadecTBa / Jlomaaka BpINYCKa Conan, X.I1., 173205, Uxpus (nuueH3us 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».

3aK/I049eHHe 0 COOTBETCTBHH: «HacTosamuM s MOATBEpIKIato, YTO NPUBEACHHAs Bbllle MHPOpMALMs SBJSETCS
JIOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKUMM NMPOU3BEAeHa (BKIIOYAs YNAaKOBKY (MapKMPOBKY) M KOHTPOJb
KauecTBa) HA BBIEYKA3aHHOM MPOM3BOACTBEHHOW IUIoOwaAKe (TUIOMIaAKaX) B IMOJHOM COOTBETCTBUM C
Tpe6GopanuaMy [IpaBui Haexaneil poM3BOACTBEHHON NMpakTHKK EBpasuiickoro skoHoMHueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeGoBaHUAMHU KOHTPOJIA KAYECTBA IEKAPCTBECHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayxT cooreTcTByeT TpeGoBaHUsIM HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneHo: Santosh Kumar | [IpoBepeno: Pawan Kumar /Opo6peno: Menemxep /
Maurya gﬁ PykoBoaurens Amit Kumar

ury A\L YKOBOJHUT bx(, 1 ‘_fmjn

| P

Reprint Date: Reprint Date: Reprint Date: \
Hara: 12.11.2024 Hata: 12.11.2024 Hara: 12.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 10 of 10/ Ctp. 10 u3 10

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

HpoaykT: M6ykann®, Ta6/IeTKH, TIOKPHITHIE JIEHOUHOH 060J104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne : V2402271 O6beM cepii " 800000.0 Tab

Analytical Repovrt No/ - 040002725380 Date of Analysis / . 12.11.2024

AnanuTuueckuii oryet No JlaTa aHau3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTa mpou3BoAcTBa Togen ao

Mfg. License No. / .

TIpousBoacTBeHHAs - MNB/05/263 T oy - JITI-Ne(003654)-(PT-RU)
Homep PY

auneHsus Ne

Analysis performed according ND: / Anasnu3 npoeegen mo HJI: JIII-Ne(003654)-(PT'-RU)-101123

a TakKXe B COOTBETCTBHU CO CHeLlI/I(l)I/IKaLU/IﬂMI/I, COJEpKALIUMHUCS B PETUCTPALIKOHHOM N0CHE CTpaHbl-HMIIOpTEpa.
3anucu no MPOU3BOACTBY, YITAKOBKE U aHAJIU3Y MPOBEPEHBL, H YCTAHOBJICHO MX COOTBETCTBHUE TpC6OBaHHHM HpaBHH
Haexariein l'IpOI/I?)BO,ZlCTBCHHOﬁ NPaKTUKH EBpaSI/IﬁCKOFO 3KOHOMHYECCKOTO COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooTBercTBYeT TpeGopanuaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Ono6peno: Menemkep /
Maurya % Pykosogutens Amit Kumar
g

- - A
Reprint Date: Reprint Date: Reprint Date:¥
Harta: 12.11.2024 Jarta: 12.11.2024 Jara: 12.11.2024
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