Dr.Reddy’s ":‘

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddvs.coin

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 10f10/Ctp. 1 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hoykann®, TabaeTiy, NOKpLITLIE NIEHOYHOI 060.104K0i, 400 Mr + 325 mr

Market / PeiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepus Ne REL0EE00 Oo0bem cepun " 800000.0 Tab

Analytical Repourt No/ 040002753132 Date of Analysis / - 11.12.2024

AHanuTHYECKHH oTyeT No JlaTa aHanu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npousBoacTBa TI'oxen o0

Mfg. License No. / MA number: /

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

aanensns Ne

Analysis performed according ND: / Ananus nposeaen no HJ1: JITI-Ne(003654)-(PI-RU)-101123

Ne [Test / Tloka3aTesn

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |OnHncanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KamncyJoBUIHON (HOPMBL, NOKPBITHIE
nJieHOYHOH 060JI0UKOH OpaHKEeBOTro
[[BETAa, C PUCKOIi HA OJHOI CTOpPOHE;
Ha TIOTIEPEYHOM pa3pese — AApo
Oesoro 1BETA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyJI0BHAHOM
(hOpMBI, TTOKPBITHIE TIEHOUHOH 006010UKOH
OpPaHXEBOI0 1{BETA, C PUCKOH Ha OJHOMH CTOPOHE;
Ha TOTIEPEYHOM pa3pese — AApo Oenoro uiu
mouTH 6€J10To LBETA.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Maurya

Checked by /

IMoarorosneno: Santosh Kumar | Iposepeno: Rajeev Gandhi

Approved by: Manager/Executive
/Opo6peHo: Menemxkep /
PykoBogutens Amit {Eumar

s o

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: \
Hara: 11.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85 185AP1984PLL0U4SU Y

wwyy.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A
Tel . +91 98166 56001-02

www drreddys com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

Ipoayxkr: N6ykaun®, Ta6aeTkH, NOKPHITHIE IJIEHOYHOH 06051049K0#, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne % V2102608 Ob6bem cepun " 800000.0 Tab

Analytical Repo‘}'t No/ - 040002753132 Date of Analysis / C 11.12.2024

AHAJIHTHYECKHI oT9eT N2 JlaTa aHa/H3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JdaTta npou3BoJacTBa T'open mo

Mfg. License No. / MA number: /

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

JuneHsus Ne -

Analysis performed according ND: / Anaaun3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 |Identification /
IopnuHHOCTH

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 yhepxuBaHMs OCHOBHBIX IMHKOB Ha
XpOMATOrpaMMe UCTIBITYEMOTO PacTBOPA AOJIKHEI
COOTBETCTBOBATh BPEMEHAM Yep)KUBaHUsl MUKOB
Ha XpoMmarorpamMme pacTBOpa CTaHAAPTHBIX
obpasuos ubynpodeHa u napaueramona (pasaen
«KonuyectBeHHOE OnpeaesieHre»)

3 |Average tablets weight / 971.0 mg/971.0 mr

Cpennsas macca Tab1eToK

(970,0 mr + 3,0 %)

940.9 mg to 999.1 mg
(970.0 mg =3.0 %) /
Or 940,9 Mmr Jio) 999,1 MI

4 | Disintegration /
PacnagaemocTthb

06 min 20 sec / 06 muH 20 cek

Not more than 30 mun /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanne: [poxyxT coorBercTByeT TpeboBanusiM HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | [Iposepeno: Rajeev Gandhi /Onobpeno: Menemxep /
Maurya PykoBonutens ,Qmit_ Kumar
L SR
Reprint Date: Reprint Date: Reprint Date:
Hata: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel. +91 45 3960 29G0, Fax: +51 40 4900 2999, Ernail: maii@drreddys.com
CilN: L85195AP1954PLCDO4507
wsvsdrreddys.com




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

Qe
Dr. Reddy’s ". Vill. Knol, Nalagarh Road, Baddj,

Distt. Solan, H.P, 173 205, iNDIA
Tel : +91 98156 56001-02

wivwi. drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykt: H6ykiun®, TabeTKu, NOKPITELIE IIEHOUHOH 060J04K0M, 400 MT + 325 Mr

Market / PbIHOK :Russia / Poccusg ]
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne 3 V2402008 Obbem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002753132 Date of Analysis / . 11.12.2024
AnagurndecKHid oTyer Ne JlaTa aHaqau3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTta mpon3BoJcTBa I'open no
Mfg. License No. / MA number: /
IlponseoacTBcHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY
Mauen3ns Ne

Analysis performed according ND: / Auann3 npoeeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci13H150;, (ibuprofen)
PacTeopenue after 30 min /
98 % to 101% He menee 70 % (Q) Ci3H1s02 (ubynpoden) qepes
30 muH

Not less than 70% (Q) of CsHyoNO: (paracetamol)
after 30 min /
99 % to 102% He menee 70 % (Q) CsHoNO. (napaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoaykT cooTBETCTBYET TpeboBanuam HJJ 3axmouenue: OTJOBPEHO

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

[ToaroroeneHo: Santosh Kumar | [IpoBepeHo: Rajeev Gandhi /Opobpeno: Menemxep /

Maurya ﬁg J -, PykoBoauTens Qmjt\}’;umgr
— 7 ) i;l"_.-‘,___—"

Reprint Date: Reprint Date: Reprint Date: "

Hara: 11.12.2024 Harta: 11.12.2024 Hara: 11.12.2024

Registered Clfice: 8-2-337, Road No. 3, Baniara Hills, Hyvderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Erail: mait@drreadys.com
CIN: L85195AP1984PLCD04507
wwedrreddys.com




Dr.Reddy’s “:‘

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel + +91 98156 56001-02

wwy drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayicr: Uoykaun®, TabaeTku, NOKpPbIThie IUIEHOYHOI 0605104K0ii, 400 Mr + 325 mr

Analysis performed according ND

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No £V2402603 O0beM cepun " 800000.0 Tab |

Analytical Repovrt No/ - 040002753132 Date of Analysis / - 11.12.2024

AHaauTHYecKHH oTyeT No Jarta ananu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npon3BoACTBA I'ogen no

Mfg. License No. / MA number: /

[Ipou3BoaCcTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

Junenzuss No

: / Ananu3s npoegen o HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHbIe NpUMecH than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (mMpuMech NapaueTamona) He
oonee 0,005 %
Method 2 / Metogn 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jobas eaunuvHas npumech (HOynmpodeHa HiH
napaueramona) He 6onee 0,3 %
0:05% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meroz 1+ Meton
- 2) He 6onee 0,7 %
7 |Water / Boga 1.3% Not more than 5.0% /
He 6ouee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
Zaxirouenune: OJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Santosh Kumar | [Iporepeno: Rajeev Gandhi
Maurya ( % (._‘\

0

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykosoautens, Amit Kumar

N

Reprint Date:
Hara: 11.12.2024

Reprint Date: 2
Jarta: 11.12.2024

Reprint Date:

Jata: 11.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, Indis
Tel. +51 40 4900 2900, Fax: +91 40 4900 2998, Ernail: meii@drreddys.com
CING L85195AP1984PLCOD4507

wavvdreeddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, iNDJA
Tel : +91 98166 50001-02
www.drreddys.com

Page 5 of 10/ Cp. 5 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxkr: Hoykauu®, Ta6ieTKH, IOKPHITHIE NJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab/

Cepusa Ne R Ob6neM cepun " 800000.0 Tab

Analytical Repo;t No/ - 040002753132 Date of Analysis / - 11.12.2024

AHanuTH4ecKuii oTueT Ne JlaTa aHanM3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029
JlaTa npou3BOACTBA Tomen go

Mfg. License No. / MA number: /

IIponsBoacTBeHHAsI : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuueHsus Ne

Analysis performed according ND: / Ananu3s nposeged mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OnHOPOOHOCTD
JI03WPOBAHHUS
- ibuprofen / ubynpoden

- paracetamol /
napaneTamol

1.1

1.0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemiaemMocTd (AV) 1omKeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazaresp nmpuemiaeMocTH (AV) JomKeH
OBITE He bouee 15,0

Remarks : The Product conforms to ND/
Hpumeuanne: [Iponykt cooTseTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akiwuenne: OJOBPEHO

Prepared by /
[Toaroropnexo: Santosh Kumar
Maurya A

Checked by /
ITpoeepeHo: Rajeev Gandhi

[

Approved by: Manager/Executive
/Ono6peno: Menenmxep /
Pykosoantens , Amit Kumar

[ o

\f

Reprint Date:
Hara: 11.12.2024

Reprint Date: ~—

Jara: 11.12.2024

Reprint Date: !
Jara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel, +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L35195AP19S4PLCAN4507

www.darreddys.com



Dr.Reddy’s Q':'

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Viit. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2, 173 205, INDja
Tel . +91 98166 56001-02

drreddvs.com

VLATTEOaYS.Com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 6 of 10/ Cp. 6 u3 10

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

| Hpoayxr: H6ykaun®, Ta6,1eTKH, HOKPBIThIE IUIEHOYHO 060104K0H, 400 Mr + 325 Mr

JuLeH3usa Ne

Homep PY

Market / PbiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepusa Ne 7 V2402603 O0bem cepnu ' 800000.0 Tab
Analytical Repourt No / - 040002753132 Date of Analysis / - 11.12.2024
AHaJuTHYECKHI oTUeT No JlaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa npousBoAcTBa T'ogen no
Mfg. License No. / MA number: /
[IpoussoacTBenHAs : MNB/05/263 ) ;. JIII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananns l'lpOB_QLleH mo H: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpoouooruyeckas
yucrora*

a) Total aerobic microbial
count / Obiee yucno
a’POOHBIX
MHKPOOPTaHH3MOB

NA

NA
b) Total combined yeasts
and mould count / O61iee
YUCNO JPOIOKEBBIX U
TJIECHEBBIX I'PHOOB

c) E. coli

NA

Shall
ir

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

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

be absent in

lg / OrcyTtcTBHE

B

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cootBercTBYET TpeboBaHMAM HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toprororneno: Santosh Kumar | [IpoeepeHo: Rajeev Gandhi /Onobpeno: Menenxep /
Maurya @_ PyKOBOI[I/ITE‘.J]g Amit Kumar
7)./ | s N
Reprint Date: Reprint Date: Reprint Date’
Hara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Cffice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad -

500034, Telanganrae, Indiz

Tei, +81 40 4900 2960, Fax: +61 40 4900 2999, Ernail: meli@drraddvs.com
I L85 195AP198APLCN04507

vvavdrieddys.com




Dr.Reddy’s Q':‘

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

Viil. Knol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel . +91 98156 556001-02

wwy drreddys com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 7 of 10 / Cp. 7 u3 10

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

Ipoaykr: U6ykaun®, Ta6ieTKn, NOKPBITHIE MJIEHOYHOM 060a04K0ii, 400 mr + 325 Mr
| 11POAYKT ) p HO

Market / PBIHOK :Russia / Poccis

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne b 2402609 O6bem cepun " 800000.0 Tab

Analytical Repo“rt No/ - 040002753132 Date of Analysis / © 11.12.2024

AHanuTHYeCKHii oTyeT Ne JlaTa anajnsza ]

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTa mpou3BOACTBA T'onen 1o

Mfg. License No. / MA number: /

IIpou3BOACTBCHHAA : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Anann3 oposenen no HJ/L: JIH—NQ(003654)-(PF-RU)-101123

10 Assay / KonndecTBeHHOC
onpeaeneHye
406.8 mg / 406.8 mr

328.98 mg /328.98 mr

360.0 to 440.0 mg of C;3Hi30: (ibuprofen) per
tablet /

O1 360,0 mMr 1o 440,0 mr C13H1302 (Oynpoden) B
TabyeTke

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

Ot 292,5 mr o 357,5 mr CsHoNO» (napaueramon)
B Tabnerke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / I'To 10 TabaeTox
B [IBX/Al 6nuctep. I[To 1 Gnuctepy
B [ayKy KapTOHHYIO BMeCTe C
HHCTPYKLIKE}! 110 MPHUMEHEHU!O.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6auctep. Ilo 1, 2 uan 20
OnucTepoB B IayKy KapTOHHYIO BMECTE C
WHCTPYKUMEH 10 MPUMEHEHHUIO.

12 | Labeling / MapxupoBka |According to ND. / B coorBerctun ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temneparype He Bbile 25 °C.

14 | Shelf life / Cpok 5 years / 5 ner
rOAHOCTH

Moto: Roferencos in the normative dooument are givon to the Rua. Ph ¥TV

Remarks : The Product conforms to ND/
IIpumeuanue: IIpogykT coorBeTcTBYyeT Tpebosanusm HJI

Opinion : APPROVED
3aknawuenne: OJOBPEHO

Prepared by / Checked by /
[ToarotoBneHo: Santosh Kumar | [Ipoepeno: Rajeev Gandhi

Maurya (2

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoautens Amit \Kumar

P JIeE =
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, Indis
Tel. +61 40 4900 2560, Fax: +51 40 4900 2999, Email: maii@drraddys com
CING LB LY AN IYSGPLCUU450 4

wivsarceddys.com




Dr.Reddy’s “!‘

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

Viil. Knhol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel 1 +91 98156 56001-02

www drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykr: M6yknun®, Taé/ieTKH, TOKPBITHIE ILIEHOYHOH 000J104K0i, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepns Ne 3 V2402603 O6nem cepuu " 800000.0 Tab

Analytical Repo:‘t No / - 040002753132 Date of Analysis / - 11.12.2024

AHaJuTHYeCKHIi oTyeT Nt Jata aHanusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npousBoacTBa T'open no

Mfg. License No. / )

TponspoacTBentas - MNB/05/263 Slsnumbery . JTTI-Ne(003654)~(PT-RU)
Homep PY

auuenzng Ne B

Analysis performed according ND: / Ananus nposesed 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.

TTpumeyanue: CcblUIKM B HOPMATHBHOI AOKYMEHTaUWH IpHBeAeHp! Ha 'O PO XIV.

* [IpoBOAUTCS NPONU3BOAMTENEM NPU BbINYCKE NEPUOANYECKU: ANst Kaxknol 20-0l cepun Uiy He MeHee 1 pasa B
roz. ITokasaTtens MOKET ObITh He BKJTFOUEH B CepTU(UKAT aHan13a GUpPMBIL.

API name / Hanmenosanne A®C: Ibuprofen / U6ynpoden Paracetamol / Ilapanietamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM240170 APAP/24040591
Howmep cepun npouspoguress APC:
FP Manufacturer API Batch number /

FERA00560 FERA00433

Homep cepnu cy0CTaHIIHH NIPOHU3BOAHTEIA
IJId:

API Manufactured by & country /
IIpoussoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
dapma Caifencus Jlumuren,
Wunus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

IIpumeuanune: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya @—’

Checked by /
[TpoBepeHo: Rajeev Gandhi

Approved by: Manager/Executive

/Opo6peHo: Menemxep /

Pyxoeogurens /Qmil Kumar
[

L2 g

Reprint Date:
Hata: 11.12.2024

Reprint Date:
Hara: 11.12.2024

= Reprint Date: V

Hata: 11.12.2024

Registerad Ctfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +G1 40 4900 2900, Fax: +51 40 4900 2999, Ernail: maii@drraadys.com

CiN: LS5196AP1984PLCO04507
wwrrarreddys,.com

Granules India Limited, India /
['panynec Unaus Jlumuten, Uanus




® Dr. Reddy's Laboratories [td.
@ Formulation Unit-6
, . Hi 7! .
Dr, Reddy S ‘ .. VI.:I. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, iNDJA
Tel . +91 98156 56001-02
ww.drreddys com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3IA

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: MGykaun®, Tabaerki, HOKPbITHIE IEHOYHOI 060/104K0i, 400 Mr + 325 Mr
Market / PblHok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne § VastEcho O0bem cepun " 800000.0 Tab
Analytical Repovrt No / - 040002753132 Date of Analysis / - 11.12.2024
AHaJuTHYECKHH oTueT No JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
| /laTa mMpou3BOJACTBA T'open no
Mifg. License No. / MA number: /
IIpousBoacTBEHHAN : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
_auuen3us Ne B |
Analysis performed according ND: / Ananu3 nposenen mo H/I: JIII-Ne(003654)-(PI'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBanue, agpec, THIEH3HS 114 H-p Pennw’c Jlabopatopuc JIta., Maaus, ITponsBoacTBeHHOE
IIpousBoacTeennas niomagka / Ilnomaaka nozapaszaenenune-6, Bunn. Kxons, Hanarapx Poya, banau, Jnctpukr
KOHTpoJIs1 KayecTBa / Ilomaaka BulycKa Conan, X.I1., 173205, Uumus (munen3ust 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».

3aki04eHue 0 cooTBeTcTBUM: «HacTosimum s nmoaTBepxAako, 4TO MpHUBEICHHAs Bbille MHGOpMaLUs ABJLIETCA
JIOCTOBEPHOI U TOYHON. DTa cepus NMPOAYKUMH NpoU3BeleHa (BKIOYas YINAaKOBKY (MapKHpOBKY) W KOHTpOJIb
KauecTBa) HA BHIIIEYKA3aHHOM MPOM3BOACTBEHHOM mMiomajake (Miolagkax) B MOJHOM COOTBETCTBHM C
TpeboBanuamu [IpaBun Haaexaleld MPOM3BOJCTBEHHOH mMpakThku EBpasuiickoro 3KoHOMMuecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) v TpeOOBaHUAMHU KOHTPOJIS KAUECTBA JICKAPCTBEHHBIX CPENICTB,
a TaK)Ke B COOTBETCTBUM CO cneluduKanysMy, coAepKalluMUC] B PETUCTPALIMOHHOM AOCHE CTPaHbI-MMITOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootBercTByeT TpeGoBanusm HJI 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Santosh Kumar | [Ipoeepeno: Rajeev Gandhi /OnobpeHo: Menemxep /
Maurya (B \ PyxoBozuTens, AmitKumar

: W [
Reprint Date: Reprint Date: &~ Reprint Date: V
Jata: 11.12.2024 Hata: 11.12.2024 Hata: 11.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, Indiz
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: LS5195AP1984PLCO04507
ww.dreeddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.

Formulation Unit-&

Viil. Knol, Nalagarh Road, Ba cldi,
Distt. Solan, H.P., 173 205, iN D2
Tel +91 98156 56001-02
www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 n3 10

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

Hpoayxr: MGykaun®, TabaeTKH, NOKPHITHIE IJIEHOUHO# 060104K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ 2102608 Obbem cepun " 800000.0 Tab

Analytical Repourt No / - 040002753132 Date of Analysis / . 11.12.2024

AHajuTHYecKHI oTyeT No JlaTa anainza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa npou3soicraa I'open no

Mfg. License No. / MA number: /

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

JIHIEH3HS Ne -

_Analysis performed according ND: / Ananu3 nposesen mo H/: JIII-Ne(003654)-(PT'-RU)-101123

3anucy o Npon3BOACTBY, YIIAKOBKE M aHAIIM3Y MPOBEPEHBL, H YCTAHOBJIEHO HX COOTBETCTBHE TpebosaHuaM [IpaBun

HaJlJlexKalie Mpou3BOACTBEHHOM NPaKTUKK EBpa3suiickoro 3KOHOMHUYECKOI0 COH3a.

Remarks : The Product conforms to ND/
Ilpumedanue: IIpoayKT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3aknrouenne: OJOBPEHO

Prepared by / Checked by /

Maurya @(", @)
0.~

[Moarorosneno: Santosh Kumar | [IposepeHo: Rajeev Gandhi

Approved by: Manager/Executive
/OnobpeHo: Menenxep /
PyxoBoauTens @it KEI}‘_]_E_II’

"

Reprint Date: Reprint Date:
Hara: 11.12.2024 Hara: 11.12.2024

Reprint Date: \
Jara: 11.12.2024

Registared Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangara, India

Tol: +21 45 4968 2960, Fax: +91 40 4200 2999, Ernail: maii@drreddvs.com

CIN: L35195AP13SIPLCOD4507
vawvarceddvs.com



