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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJII3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxi1nH®, TabneTKHu, NOKPLITHIC MeHOYHOH 060104K0ii, 400mT + 325Mr

Batch No / Cepust Ne ; V2202031

~

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AnajauTH4yeckuii oTuer Ne :
040001653624,890001619679

Date of Analysis / laTa auanusa: 08.10.2022

Date of Manufacture / lata npoussogersa : SEP-2022

Date of Expiry / Cpox roasocrn :AUG-2027

Analysis performed according ND / Ananus nposeaen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018. w3m. Ne 2 o 23.09.2019)

i

S. Test
No

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side
on cross section- white to off-white
on cross section- white core /[core / TabneTku kancynosuaHow

tablets;

Tabnetkn KancynoBuaHON|opMbl,  MOKPbITbIE  MNEHOYHOM
dopmbil, NOKpbITbIE |060N0YKOW OpaHXeBOro LseTa, ¢
MNeHoYHON 0bornouKoi puckoit Ha OHOM CTOPOHE; Ha
OpaHxeBoro LiBeTa, C pUcKkoi|nmonepeyHom paspese —  sApo

Ha ofgHoW
nonepeyHom paspese — 94po
Oenoro useTa

scored

CTOPOHE; Ha|6enoro unu noytun 6enoro upera

tablets;

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [poaykT cooTBeTcTBYET TpeboBanuam HII | 3akiouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: _ IIpoeepeno: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma 1\ @ PykoBoautens.. Kusiyn Lata

N z. L;i{gﬁ‘:/’”
Print Date: Print Date: Print Date:
Jlata: 08.10.2022 Hara: 08.10.2022 Hara. 08.10.2022

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTH®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauH®, TabieTKH, HOKPLITHIE [J1eHOYHOH 060109K0ii, 400mMr + 325Mr

Batch No / Cepnst Ne : V2202031

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananutnueckuii oruet Ne :
040001653624,890001619679

Date of Analysis / JlaTa ananu3za: 08.10.2022

Date of Manufacture / lata npoussogcrea : SEP-2022

Date of Expiry / Cpok roanocru :AUG-2027

Analysis performed according ND / Ananns nposenes mo HJI: I1 N011252/01-110717 (amend No 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTcTBMM C
onncaHnem

The retention time 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)/

BpemeHa ygepxuBaHMS OCHOBHbIX
nMKkoB Ha XpomaTtorpamme
MCMnbITyeMOro pacteopa  LOMMKHbI
COOTBETCTBOBATH BpemMeHam
yaepXKnBaHUs nukos Ha
XpomaTtorpamme pacTeopa
CTaHAapTHbIX obpasuos
ubynpoceHa n  napauyetamona
(pasgen «KonuyecteeHHoe
onpeaeneHmer)

mMacce

3 |Average weight and
mass uniformity /
CpepnHasa macca u
OfHOPOAHOCTL MO

968.7 mg

Complies /cooTBeTCcTBUM C

940,9 mg to
(970,0 mg + 3,0 %) /
Ot 940,99 wmr po
(970,0 mr £ 3,0 %)

999,1 mg

9991 wr

18/20 tablets — NMT £ 5% /
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanue: [poaykr cooTBeTcTBYeT Tpe6oBanuam HJ[

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
[ToaroroeneHo:

Ankaj Verma &

Checked by /
ITpoBepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauTens :Kusum Lata

N

Print Date:
Hara: 08.10.2022

(.
Print Date:

Jlata: 08.10.2022

Print Date:
Hara. 08.10.2022

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOYkIMH®, TabaeTKH, MOKPBITHIE MIEHOYHOH 000J04K0i, 400Mr + 325Mr

Batch No / Cepnsa Ne : V2202031

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / Anvajinruueckuii otuer Ne :
040001653624,890001619679

Date of Analysis / laTa ananu3za: 08.10.2022

Date of Manufacture / /Iata npoussojacrsa : SEP-2022

Date of Expiry / Cpok rognoctu : AUG-2027

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /

PacnagaemocTtb

07 minutes 49 seconds

Not more than 30 minutes /
He 6onee 30 muH

5

Dissolution /
PacteopeHue

97% - 103%

98% - 100%

NLT 70% (Q) CisH1s02 (lbuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpocpeH) yepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CgHgNO-
(napaueTtamon) Yyepes 30 MuH

C13H1802

CaHgNOz
30

Related substances /
PoacteeHHble npumMecu

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodgeHa — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amviHocbeHon (Npumeck
napauetamona) — He 6onee 0,005%

Water / Boga

1.4%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: IlponykT coorsercrryer Tpebopanusam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma A PyKOBO,le/ITCJ'lb‘ZK\ sum Lata

A b NS
Print Date: Print Date: Print Date:

ﬂaTa: 08.10.2022 Hara: 08.10.2022 Hata. 08.10.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Y °9® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  *" " 20 80 o

CEPTHOUKAT AHAJIM3A
Product : Ibuclin, film-coated tablets 400 mg + 325 mg o
UOyria1nu®, TabneTku, NOKPLITHIE MIEHOYHOI 0601049K0#, 400Mr + 325Mr
Batch No / Cepust Ne : V2202031 Batch Quantity / Oobem naptun : 776.0Kg
Analytical Report No / Ananurnyecknit oruer Ne ; Date of Analysis / JlaTta ananu3za: 08.10.2022

040001653624,890001619679

Date of Manufacture / [lata nponssoacrsa : SEP-2022 | Date of Expiry / Cpok roguoctn :AUG-2027
Analysis performed according ND / Ananu3s nposenen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.201 8, nam. Ne 2 01 23.09.2019)

*8 |Microbial limits /

Mukpobuonoruueckas

yucToTa Less than 10 CFU/g /

a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

O6bwwee uncno

a3poBHbIX

MUWKPOOPraHn3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /

yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r

count / ObLyee uncno

APOCKEBBIX U

nriecHeBkLIX rpubos

Absent / OtcytcTBYyeT
c) E. coli Shall be absent in 1g / OTcyTcTBUME B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanuie: [poaykT coorBercTByeT TpeboBanusam HJ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITposepeno: Naresh Kumar | Ono6peno: Menenxep /
Ankaj Verma ) PykoBoaurens :Kysum Lata
N @
S -~ i

Print Date: Print Date: Print Date:
Hata: 08.10.2022 Hata: 08.10.2022 Hata. 08.10.2022

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: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkanu®, TabaeTKH, NOKPBITHIE MIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202031

Batch Quantity / O6bem napTun : 776.0Kg

Analytical Report No / AHanuTnaecknii otuer Ne :
040001653624,890001619679

Date of Analysis / JaTa anasu3za: 08.10.2022

Date of Manufacture / /lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok roguocti :AUG-2027

Analysis performed according ND / Ananus nposeaen nmo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 01 06.09.2018, u3m. Ne 2 ot 23.09.2019) |

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /

/ OaHopogHoCTh 1.1 lMNokasaTtens npuemnemoctu (AV)

0031npoBaHns AorxeH 6elTb He Bonee 15,0.

Ibuprofen /

nbynpocpeH Acceptance value (AV) should be
1.1 not more than 15.0 /

Paracetamol / lNokasatens npuemnemoctu (AV)

napaveramon AorvkeH ObITh He Bornee 15,0.

10 |Assay/ 397.4 mg 360 to 440 mg of CizH10;
KonunyecTtBeHHoe (Ibuprofen) per tablet /
onpeneneHue Ot 360,0 mr no 440,0 mMr Ci3H 1502

(nbynpodbeH) B Tabnetke
326.09 mg

2925 to 357.50 mg of CgHoNO-
(Paracetamol) per tablet /

OT 292,5 mr o 357,5 mr CgHgNO,
(mapaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanne: [1poaykr cootBeTcTBYET Tpeboranusm HJI

Opinion : APPROVED
3akmoyenune: OJJOBPEHO

Prepared by /
IloarorosieHo:

Checked by /
ITposepeHo: Naresh Kumar

Ankaj Verma é\“/ &/

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauTens :Ku_sE:Ctha

P

Print Date:
Hara: 08.10.2022

Print Date:
Hara: 08.10.2022

p
Print Date:

Hara. 08.10.2022

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

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

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykanH®, TabieTKH, NOKPLITHIE IIEHOYHOH 060/104K0i1, 400Mr + 325Mr

Batch No / Cepusa Ne : V2202031

Batch Quantity / O6bem napruu : 776.0Kg

040001653624,890001619679

Analytical Report No / AHaquTHYecKuii oTuet No :

Date of Analysis / laTa ananu3za: 08.10.2022

Date of Manufacture / Jlata npoussoacrsa : SEP-2022

Date of Expiry / Cpok roguoctn :AUG-2027

Analysis performed according ND / Anasins nposeaen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B [MBX/Al 6nucTep. Mo 1
BnncTepy B nayky
KapTOHHYI0 BMecCTe ¢
WHCTPYKUMEN No
NMPUMEHEHNIO,

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TaGneTok
B MBX/Al 6nnctep. Mo 1, 2 unun 20
6nmcTepoB B Nauky KApTOHHYIO
BMECTE C UHCTPYKUMEN Mo
NPUMEHEHMWIO.

12 | Labeling / Mapkuposka | According to ND / B cooTeeTcTeum ¢ HO
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue lpu TemnepaTtype He Bbitwe 25 °C.

14 | Shelf life / Cpok Syears/ 5 ner
rogHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Mpoaykr cootBeTcTBYET TpeGosanusam HJI | 3akmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: i [Iposepeno: Naresh Kumar | Ono6peno: Menexep /
Ankaj Verma A Pykosoaurens :Kusum Lata

o @/ L«\&F/
Print Date: Print Date: Print Date:
Hara: 08.10.2022 Hata: 08.10.2022 Hata. 08.10.2022

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
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