Dr. Reddy's Laboratories Ltd.
® e Formulation Unit-6
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddij,
. Distt. Solan, KH.P., 173 205, IND1A
Tel:+91 95166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 1 0of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: Hoykaun®, TabieTKu, NOKPBITHIE MUIEHOYHOI 060/1049K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~800000.0 tab /
'_Ceplm No i Oo0bem cepun " 800000.0 Tab

Analytical Repovrt No / - 040002752479 Date of Analysis / - 11.12.2024

AHaJHTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / - 112024 Date of Expiry / - 10/2029

Jara npon3BoacTBa TI'onen no

Mfg. License No. / MA number: /

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

Homep PY
Jgunen3us Ne

Analysis performed according ND: / Ananns nposenen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

Ne [Test / Iokasatenn Results/ PesyabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucaunude one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TabaeTku cross-section. / TabyieTku kancynoBUaHoOH

KaIcyJOBUHOM HOPMBI, MOKPBITEIE | POPMBI, MOKPHITHIE IEHOUHOH 060104KOH
IJIEHOYHOH 060J104KO0I OpaHKEBOTO | OpaHKEBOTO LIBETA, C PUCKON Ha ONHOM CTOpOHE;
1BETA, C PUCKOM Ha OJHOM CTOPOHE; |Ha MONEpEeYHOM paspese — sipo 6eoro WK

Ha [IONEPEYHOM paspese — Ipo noytu 6enoro LBeTa.

6eoro 1gera.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tlpumeyanne: [lpoaykr cootBeTcTBYeT TpeboBanmsM HJ 3akmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | [TpoBepeHo: Rajgey Gandhi /Ono6peHo: Menemxkep /
Maurya ﬁr @ PyxoBonurens Amit Kumar

o L P N
Reprint Date: Reprint Date: &= Reprint Date: V

Hara: 11.12.2024 Hata: 11.12.2024 Hara: 11.12.2024

-Z-227, Read No. 2, Banjara Hills, Hiyderabad - 500034, Telangane, India
10 4900 2860, Fax: 3 A0 2999, Erail: mait@drraadys.com
CIl: L 19S3PLCD04S0T

wwavndireddys.com
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Dr. Reddy's Laboratories [td.
s ..’l Formulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddi,
. Disit. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6oykaun®, TabueTkn, NOKPHITHIE MJIEHOYHOM 060104UK0i, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / ] Batch Quantity / ~800000.0 tab /

Cepus Ne ANEHEEEE O6nem cepuu ~ 800000.0 Tab

Analytical Repo:‘t No/ . 040002752479 Date of Analysis / . 11.12.2024

AHaJUTHYeCKHI oTyeT Ne JaTta anaqausa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
 JlaTa 11poM3BO/CTBA T'onen po

Mfg. License No. / MA number: /

ITpou3BogcTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuueH3ust No

Analysis performed according ND: / Anaau3 nposegen no HJI: JII-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IMoaauHHOCTH 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 yJepKHBaHHS OCHOBHBIX IIHKOB Ha
XpPOMATOIPAMME HCTIBLITYEMOrO pacTBOPa JOJIKHEI
COOTBETCTBOBATh BpEMEHaM yIep>KUBaHHUs MKOB
Ha XpoMarorpaMmMe pacTBOpa CTaHIApTHBIX
o6paznos ubynpodeHa U napaneramona (pazaen
«KonuyecTseHHOE onpeneneHe»)

3 |Average tablets weight / 974.0 mg/ 974.0 Mmr 940.9 mg to 999.1 mg
Cpenusas macca TabjieTox (970.0 mg + 3.0 %) /

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

4 |Disintegration / 08 min 02 sec / 08 muu 02 cex  |Not more than 30 min /

Pacnapaemoctsn He 60ee 30 Mmus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoayxr coorseTcTBYET TpeboBanusM H]IT 3axmovenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Moaroroeneno: Santosh Kumar | ITposepeno: Rajeev Gandhi /Onobpeno: Menenxep /

Maurya } PyxkoBoautens #Qmj‘t: Kumar
Reprint Date: Reprint Date: Reprint Date: |
Hara: 11.12.2024 Hata: 11.12.2024 Jata: 11.12.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2500, Fax: +91 4C 4900 2929, Ernail: mai!@drraddys.com
CIn: L85195AP1984PLLO04507
wwyrdrreddyz.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
TeI +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 3 of 10/ CTp. 3 u3 10

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

Ipoayxr: Uoykauu®, Tad1eTKH, NOKPHITIE MIEHOYHOH 0601049K0i, 400 Mr + 325 mr
pon) Y. p

Market / Poinox :Russia / Poccus

Batch No / 5 Batch Quantity / . 800000.0 tab /

Cepust Ne } AEEDE0 O6bem cepuu " 800000.0 Tab ]

Analytical Repoz’t No/ - 040002752479 Date of Analysis / - 11.12.2024

AHanuTHYecKHii oTueT No JaTa aHaiau3a

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

Jara npou3BoacTBa T'oaen g0

Mfg. License No. / MA number: /

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

JHneH3Hs Ne _ |

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

5 |Dissolution / Not less than 70% (Q) of Ci3HsO2 (ibuprofen)
Pac'rB()peH“e after 30 min/
95% to 100% He menee 70 % (Q) Ci3HizO2 (ubynpoden) uepes
30 MuH
Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /
100 % to 102% He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MHH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [IponykT cooTBeTCTBYET TpebosanuaM HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moaroropneno: Santosh Kumar | IIposepeHo: Ra; v Gandhi /Ono6peHo: Menemkep /
Maurya % @ PykoBonurens an Kumar

S

Reprint Date:
Jata: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Jara: 11.12.2024

Rogistered Office: 3-2-337, Road No. 3

CIMN: L351354P1981PLCN0AS0T
wwvaditeddys.com

2, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel #8110 4900 2860, Fax: +41 40 4200 2999, Ernail: mail@drreddys.com




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

P
i? ' ". Vill. Khol, Nalagarh Road, Baddi
Dr' eddy S e Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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
Mpoayxr: H6yknnn®, Ta6eTKH, NOKPbITHIE IUIEHOUYHO 06004K0ii, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepnst Ne Ao O6bem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002752479 Date of Analysis / . 11.12.2024
AHajguTHYeckHii oTuer No JlaTta anainsza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

| laTa IIpOU3BOACTBA [onen ao
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 : . JITI-Ne(003654)-(PI'-RU)

Homep PY

JHueH3Hsa No -

Analysis performt_ad according ND: / Anaan3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / ~0.001% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIe IpHMecH than 0.005% /
Method 1 / Meton 1 4-amuHodeHon (mpuMech Mapaueramona) He

oonee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jrobas enuHuuHas npuMech (UbynpodeHa WK
napaieramoJa) ve 6onee 0,3 %

LS Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Meton
2) He 6onee 0,7 %
7 |Water / Bona 1.5% Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: IIpoaykt coorBeTcTBYET Tpebopanusm HJ1 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Santosh Kumar | ITposepeHo: Rajes ?andhi /Ono6peHo: Menemxep /
Maurya {j ' PykoBogurens Amit Kumar
fl ~ # [ o —
i St
Reprint Date: Reprint Date: Reprint Date: |/
Hata: 11.12.2024 Hara: 11.12.2024 Hata: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Panjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €8

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 5 of 10/ Cp. 5 n3 10

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

Ipoayxr: U6ykaun®, Ta6ieTKH, MOKPHITHIe MJIeHOYHOI 060104K0ii, 400 Mr + 325 mr
|11pony Y §Y

IIpousRoacTBEHRASA : MNB/05/263

JguneH3ns Ne

Market / PeiHOK :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /
Cepust No  VEaiEE O6bem cepun " 800000.0 Tad
Analytical Report No/ - 040002752479 Date of Analysis / . 11.12.2024
AHanTHYecKuii oTueT No JlaTa aHaJH3a

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

JlaTa nipou3BoACTBA Tonex go

Mfg. License No. / MA number: /

+ JITI-No(003654)~(PT -
Hontep PY JIIT-Ne(003654)~(PT-RU)

Analysis performed according ND: / Anaan3 nposeaen no HJI: JIIT-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OJIHOPOOHOCTh
JO3HPOBAHMSA 1.1
- ibuprofen / uéynpoden

- paracetamol / 1.3
napaueTamol

Acceptance value (AV) should be not more than
15.0 /Ilokasatens npuemieMocTH (AV) 1omkeH
ObITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / Ilokazatens npuemiieMoctd (AV) nomxkeH
ObITL HE OoJee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHuaAM HJL

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by / Checked by /

Maurya @L

A

e

Approved by: Manager/Executive

PykoBoautens Amit I_{Emar

/ e N

[Toarorosneno: Santosh Kumar | Ilpoepeno: Ra'@v Gandhi /Ono6peno: Menemxep /

Reprint Date: Reprint Date:
Jlata: 11.12.2024 Jara: 11.12.2024

Reprint Date: |
Hara: 11.12.2024

Registered Office: 8-2-3

7, Road No. 2, Banjara Hills

, Hyderabad - 560034, Telangana, India

=237
Tel #8140 4900 2860, Fax: +61 40 4290 2999, Ernail: mali@drreddys.com
CIl: L85185AP1984PLCO04AS07
wyadireddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories [td

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P,, 173 205, INDIA

Tel : +91 93166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Hpoayxt: Hoykaun®, TabJeTKH, TIOKPBITHIE IUIEHOYHOI 060.109K0i, 400 Mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne  MaE0aies O6bem cepun ' 800000.0 Tab

Analytical Repourt No / - 040002752479 Date of Analysis / . 11.12.2024

AHaJATHYecKHii oT4eT No JaTta ananuza

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

JaTa npoH3BoacTBA T'oaen o

Mfg. License No. / MA number: /

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

JHIEeH3Hs Ne -

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

9 |Microbiological purity* /
MuxkpobuoJioruyeckas
yHceToTa*

a) Total aerobic microbial
count / O61ee yucno
a3pOOHBIX
MHKPOOPTaHU3MOB

NA

NA
b) Total combined yeasts
and mould count / O6miee
YHUCNIO POROKEBBIX H

TTECHEBBIX TPUOOB
¢) E. coli

NA

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

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

Shall absent in

1r

be

lg / OrtcytcTBHE

B

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykr cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3aknwuenune: OJIOBPEHO

Prepared by / Checked by /
[MToarororneno: Santosh Kumar | [Ipoeepeno: Rajgev Gandhi
Maurya z j @ )

/OnobpeHo: Menexep /
PyxoBogutens Amit _I‘El_lmar

re-te

Approved by: Manager/Executive

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: ¥
Hara: 11.12.2024

Registered Ofiice: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangana, [ndiz

Tol. 91 40 4800 2960, Fay: +

CIpdz i

40 4900 2999, Email: maii@drreddys.com
195API9SAPLCG0AS0T

wrwdrreddys.com




Dr.Reddy’s “:’

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 7 of 10/ Crp. 7 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykaun®, TabaeTKH, NOKPHITHIE MJIEHOYHOH 060J104K0ii, 400 mMr + 325 Mr

Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / _ 800000.0 tab /
| Cepust Ne R O6neM cepun " 800000.0 Tab
Analytical Report No/ - 040002752479 Date of Analysis / - 11.12.2024
AHaauTHYeCKH oTueT Ne JMata ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
Jata ipon3BoacTBa T'onen no
Mfg. License No. / MA number: /
HpouzBoacreenHas : MNB/05/263 ) . JITII-Ne(003654)-(PI'-RU)
Homep PY
JMneH3us Ne |

Analysis performed according ND

: / Anaau3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10

Assay / KoauyecTBeHHOe
onpenejeHue

408.0 mg / 408.0 Mr

332.01 mg /332.01 mr

360.0 to 440.0 mg of C;3His0, (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C13H 30, (MOynpodeH) B
TabneTke

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

Ot 292,5 mr no 357,5 mr CsHeNO; (napaueramon)
B TabneTke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerox
B [IBX/Al 6nucrep. [To 1 6aucrepy
B MayKy KapTOHHYIO BMECTE C
VHCTPYKIHEH 10 IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. Ilo 1, 2 win 20
OnucTepoB B MAYKy KapTOHHYIO BMECTE C
UHCTPYKUHUEH 10 TPUMEHEHHUIO.

12 | Labeling / MapxupoBka |According to ND. /B coorBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temnepatype He Bbimie 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
TOAHOCTH

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

Remarks : The Product conforms to ND/
Ipumeyanue: [Iponykt coorBercTByeT TpeboBaHuaM HJ{

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Santosh Kumar | [Iporepeno: Rajgey Gandhi /OnobpeHo: Menemxep /
Maurya ; m Pykooautens Amit Kumar

/) 7 el
Reprint Date: Reprint Date: <7 Reprint Date: \
Hara: 11.12.2024 Jara: 11.12.2024 Harta: 11.12.2024

Registered Office:

Tl ¥51 4

-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
4900 2900, Far +81 40 4900 2999, Ernail: maii@drrzddys.com

CIN: L85195AP1984PLLCN04507

www.direddys.com




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

®e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6yKkauu®, TabJaeTKH, IOKPBITHIE IUIEHOYHOl 060J109K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / ~ 800000.0 tab /
Cepusa Ne Vet es O6bem cepuH " 800000.0 Tab
Analytical Repo:‘t No/ - 040002752479 Date of Analysis / . 11.12.2024
AHandTHyecKHii oTyeT No JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

' JlaTa n1poH3BOACTBA I'onen no
Mfg. License No. / MA number: /
Ilpou3BoacTBeHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Homep PY

Junensus Ne -

Analysis performzi according ND: / AHaJn3 npoBe/ieH 1o HH_ JITI-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.
INpumeuanue: CChIKY B HOPMATHBHOM JOKyMEHTaluu npuBeaeHsl Ha 'O PO XIV.

* TIpOBOAUTCS MPOM3BOAUTEINIEM IIPH BBIITYCKE MEPUOAHUECKU: IS Kaxoi 20-oi cepuu uny He MeHee 1 pasza B

rofl. [TokazaTens MosxkeT GBITh He BKJIIOUEH B cepTUdHKaT aHann3a GupMsl.

API name / HaumenoBanne ADC: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / HOynpoden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM240152 APAP/24091293
Homep cepuu npousBoautesa ADC:
FP Manufacturer API Batch number /
Howmep cepuu cy0cTaHIMH POH3BOAHTEJIA FERAO00561 FERAO00538
IJim:

Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa OxTus Granules India Limited, India /
IIponspoautens A®C, cTpana: ®apma Caiiencus Jlumuren, I'panynec Unnus Jinmuten, Unnus

Wnpus

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [poaykr coorsercTBYeT TpeGosanuam HJI 3akmrouenue: OJIOBPEHO

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

[Toarotorneno: Santosh Kumar | IIpoBepeHo: Rajeey-Gandhi /OnobpeHo: Menemxep /

Maurya @, | } PykoBoautens A{ut KILITar
{9 ey

Reprint Date: Reprint Date: Reprint Date: !

Hata: 11.12.2024 Hara: 11.12.2024 Harta: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, +G1 20 4900 2960, Fax: +Y1 40 4200 2995, Ernail: mail@drreddys.com

CIN: L85135AP1954PLLO04507
wwvedrreddys.com




Dr. Reddy's Laboratories 1td
q... Formulation Unit-6
R L/ ® Vill. Khol, Nalagarh Road, Badd;i
Dr. eddy S Ne Disit. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Crp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: UGyknuu®, Ta61eTKH, HOKPHITHIE ILIEHOUHOI 060/10uKOM, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepnst Ne SV O6bem cepHu ' 800000.0 Tab
Analytical Repourt No/ . 040002752479 Date of Analysis / . 11.12.2024
AHaJIUTHYECKHH oTueT No JlaTa anaau3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
Jarta ripou3BoacTBa Topen go
Mfg. License No. / MA number: /
IpousBoacTeeHHast : MNB/05/263 ) 1 JIII-Ne(003654)-(PT'-RU)
Homep PY
auneH3us Ne _ |
Analysis performed according ND: / Ananu3s nposeser nmo HJI: JITI-Ne(003654)-(PT'-RU)-101123

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
H-p Pennw’c Jlabopatopuc JIta., Uanus, IpousBoacTBEHHOE
noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, JucTpukr
Conan, X.I1., 173205, Ungus (muien3us Homep MNB/05/263)

manufacturing site / Control site / Release
site /

HaumeHoBaHue, agpec, JUHEH3HA A
IlpousBoacTeenHasn niowaaka / Ilnomanka
KOHTpOJIsI KayecTBa / Ilnomagka BbIycKa

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».

3akJ0ueHne 0 cooTBercTBuH: «HactosiuuM st moATBEPIKAal0, YTO NPHUBEJCHHAs BbIlle HHPOpMaALIUs ABJIAETCS
JOCTOBEPHOM W TOYHOH. DTa cepus NMPOAYKLUMU NMpou3BeseHa (BKJIOYas YNaKOBKY (MapKMpPOBKY) M KOHTPOJb
KauecTBa) Ha BHIIEYKAa3aHHOM MPOM3BOACTBEHHOM ruomanke (MIolm@nkax) B IOJHOM COOTBETCTBMH C
Tpe6GoBanuamu [IpaBun Haanexalleil MPOU3BOJCTBEHHONW MPAaKTHKU EBpa3zHicKOro 5KOHOMHUYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUAMH KOHTPOJIS Ka4€CTBa JIEKAPCTBEHHEIX CPEACTB,
a TaKKe B COOTBETCTBUM CO CrieLMPHUKALMAMH, COASPKAILUMHUCS B PETUCTPALMOHHOM AOCHE CTPAHBI-UMITOpPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipoaykr cootetcTBYeT TpeGoBaHuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Toarorosneno: Santosh Kumar | IlpoeepeHo: Ra@:(}andhj /OnobpeHo: Menemxkep /
)

Maurya @7 PykoBogurens Amit Kumar

Reprint Date: Reprint Date: Reprint Date: V
Harta: 11.12.2024 Hara: 11.12.2024 Hata: 11.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page 10 of 10/ Ctp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tponyxr: N6yxknun®, Tab6aeTku, NOKpbITHIE MIIEHOUHOI 060.104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne s i O6nbem cepun " 800000.0 Tab

Analytical Report No / - 040002752479 Date of Analysis / - 11.12.2024
AHaguTH4ecKHH 0T4eT No JaTta anannsa

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

Jata npousBoacTBa TI'ogen a0

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS! : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)

Homep PY
JuneH3ust Ne
Analysis performed according ND: / Anasus nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

3anucu 1o MMPOU3BOJICTBY, YITAKOBKE U aHaJIU3Y MPOBEPEHE], H YCTAHOBJICHO UX COOTBETCTBHUC TpC6OBaHI/I$IM HpaBI/III
Hajanexamemn HpOH?;BOI[CTBCHHOﬁ NMpakKTUKHu EBpasnﬁcxoro 3KOHOMHYCCKOT'0 COIO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [poayKT cOOTBETCTBYET TpeboBanusm H]T 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

INoarorosneno: Santosh Kumar | IIpoeepeno:

Maurya @

Reprint Date: Reprint Date: Reprint Date:
Hara: 11.12.2024 Jlata: 11.12.2024 Jata: 11.12.2024

/Onobpeno: Menemxep /
PykoBogutens Amit P_il\z_mar
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