Dr.Reddy’s ‘;

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

CEPTUO®HUKAT AHAJIM3A

Page1of 6/ Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabaeTKH, NOKPLIThIE ILIeHOYHOi 060104Koii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301247

Batch Quantity / O6bem napthu : 771.72 Kg

040001952505

Analytical Report No / Ananutndeckuii otyer Ne :

Date of Analysis / laTa anmaan3a: 12.07.2023

Date of Manufacture / Jlata npoun3soacrsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Anasiu3 nposesen mo HJI: TIN011252/01-160123

IIpumeuanue: [Iponykt coorBercTByeT TpeboBanusam HJL

Ne  |Test / ITokazaTeab Results/ Pe3yabTaThl Specification / Hopma

1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Ta6nerku|core at the cross-section. / Tabnetku
KarcyJOBUIHOM (DOPMBI, MOKPBITHIE|KANCYIOBUAHOH  GOPMBI,  TOKpPBITHIE
MJIEHOYHOM 060JI0UKOW OpaHXEBOro|IICHOYHOH  000JIOYKOH  OpaHKEBOIO
I[BETa, C PUCKOM Ha OJHOM CTOpOHE;|l[BETa, ¢ PUCKOH Ha ONHON CTOPOHE; Ha
Ha TMOMEpeYHOM paspe3e — SAPO|MONEepPEeYHOM paspese — AApo 6enoro uim
6enoro LBera. oyt 6enoro 1BeTa.

2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TTonnuHHOCTD CooTBETCTBYET 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 yep)KUBaHUS OCHOBHBIX ITHKOB
Ha XpoMarorpaMmme HCIIBITYEMOTO
pacTBOpa  JO/DKHBI  COOTBETCTBOBATH
BpEMEHAM  YAEPXKHMBaHUS MHKOB Ha
XpOMaTOrpaMMe pacTBopa CTaHAApPTHBIX
obpasuoB ubynpodeHa W napaueramona
(pa3gen «KomuuecTBeHHOE
onpeJieNIeHHE)

3 |Average tablets weight 967.9 mg/ 967.9 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg £+ 3.0 %) / ,
TabJeTok Or 940,9 wMr pmo 9991 MTI

(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axkmouenue: OJOBPEHO

Jara: 12.07.2023

Jara: 12.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: 4 I[Mposepeno: Pardeep Kumar | Ono6peHo: Menemiep / Pykosoaurens
Pravesh Rana Amit Kumar P N—
Reprint Date:. Reprint Date: Reprint Date: i

Jlara: 12.07.2023

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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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Page 2 of 6 / CTp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykauH®, TabieTKH, NOKPHIThIE ILIeHOYHOH 060/104K0#H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301247

Batch Quantity / O6bem napruu : 771.72 Kg

040001952505

Analytical Report No / AHanuTHueckuii or4der No :

Date of Analysis / laTa ananau3za: 12.07.2023

Date of Manufacture / {ata npou3soacTsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Anasu3 nposegen no HJI: TTN011252/01-160123

4 |Disintegration /
PacnmamaemocThb

07 min 46 sec/ 07 muH 46 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenuc

98 % To 102 %

99 % to 102 %

Not less than 70% (Q) of C;3Hi50,
(Tbuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napateramout) yepes 30 MUH

Ci3H 02

CsHoNO;

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmwouenune: OJIOBPEHO

Prepared by /
IloarorosjeHo:
Pravesh Rana

Checked by /
IMporepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaurenb

Amit Kumar N
F&“ P=us

Reprint Date:.
Hara: 12.07.2023

Reprint Date:

Jara: 12.07.2023

Reprint Date:
Jata: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: 191 40 4000 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

CEPTUDHKAT AHAJIN3A

Page3 of 6/ CTp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab/eTKH, TOKPLITHIE NJeHOYHOH 060/1049KOid, 400 mr + 325 mr

Batch No / Cepust Ne : V2301247

Batch Quantity / O6bem naprun : 771.72 Kg

040001952505

Analytical Report No / AHanuTudecknit oraer Ne :

Date of Analysis / [laTta ananu3a: 12.07.2023

Date of Manufacture / JlaTa npou3ssoactsa : Jun.2023

Date of Expiry / Cpok rogaoctn : May.2028

Analysis performed according ND / Anaau3z nposenen no HJ: [T N011252/01-160123

6 |Related substances /
PojicTBEHHBIE IPUMECH
Method 1/ Meton 1

Method 2 / MeTopn 2

0.0002%

0.03%

0.03%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amuHOdeHON (MpUMech NapaueTamora)
- He 6osiee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHas TIpUMeCh
(ubynpodeHa Wi INapaleTamosia) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npumeceii (Meton 1 + Metopn 2)
- He 6onee 0,7 %

9 |Water/Boga

1.7%

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

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoaykt coorsercrByetr Tpeborannam HJI

Opinion : APPROVED
Bakaodenune: OJJOBPEHO

Prepared by /
[ToarotoBieHo:

Pravesh Rana

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peHo: Menemxep / PykoBoaurenb
Amit Kumar fl S N—

e

(=

Reprint Date:.
Hara: 12.07.2023

Reprint Date:

Hara: 12.07.2023

Reprint Date:
JMata: 12.07.2023

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




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

CERTIFICATE OF ANALYSIS /4 coaoe (om
CEPTUOUKAT AHAJIA3A .

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxanu®, TaG1eTKH, MOKPBITHIE JIEHOYHOH 000/104KOi, 400 mr + 325 mr

Batch No / Cepust Ne : V2301247

Batch Quantity / O6nem napruu : 771.72 Kg

040001952505

Analytical Report No / Ananutudeckuii oryer Ne :

Date of Analysis / laTa ananu3a: 12.07.2023

Date of Manufacture / lata npon3BojcTsa : Jun.2023

Date of Expiry / Cpok rogHocTH : May.2028

Analysis performed according ND / Ananus nposesen no HJI: [T N011252/01-160123

10 |Uniformity of dosage

c) E. coli

units /
OnHOPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHHUS 1.1 more than 15.0 /
- Ibuprofen /ubynpoden ITokazatens npuemaeMocTd (AV) gomkeH
ObITH He bonee 15,0
- Paracetamol/ i4 Acceptance value (AV) should be not
napaneTamoJ more than 15.0 /
[Tokazarenb npuemMieMocTd (AV) 10KeEH
O5ITh He Oonee 15,0
11 |Microbiological purity /
Mukpobuonoruyeckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O611ee 4ucao
a3pOoOHBIX
MUKPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obiee yucio
JIPOMOKEBBIX U
IJIECHEBBIX IpuboB NA

Shall be absent in 1g / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Jlata: 12.07.2023

Hara: 12.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: é; IIposepeno: Pardeep Kumar | Ono6peHo: Menemwxkep / PykoBoauTenb
Pravesh Rana Amit Kumar !

Reprint Date:. Reprint Date: Reprint Date:

Jara: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
fel: 491 4U 4900 290U, Fax: 491 4U 490U 2999, Emall: malldrreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
__ CEPTH®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

PageSof 6/ Crp.5 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabaeTKu, NOKPbIThIe NJIEHOYHOH 060104K0i, 400 mr + 325 mr
Batch No / Cepust Ne : V2301247 Batch Quantity / O6bem naprun : 771.72 Kg
Analytical Report No / AHanuTHYecKkuii oTyeT N : Date of Analysis / laTa anaauza: 12.07.2023
040001952505
Date of Manufacture / lara npoussoacrsa : Jun.2023  |Date of Expiry / Cpox roauocru : May.2028
Analysis performed according ND / Auaaus nposeaes no HJ: TIN011252/01-160123
12 |Assay/ 391.3 mg/391.3 Mmr From 360.0 to 440.0 mg of Ci3HisO2
KonunuecteenHoe (Ibuprofen) per tablet /
olnpenesenue Or 360,0 mr po 440,0 mr C;3sHisO2
(ubynpoden) B TabneTke
329.11 mg/ 329.11 mr From 292.5 to 357.5 mg of CiHyNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(napaueramod) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / ITo 10 tabnerox B [IBX/Al
tabnerok B [IBX/Al 6sucrep. [To 1 |Gmucrep. Tlo 1, 2 unu 20 6iuctepoB B
OnMcTepy B MNa4yKy KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE C  MHCTPYKLHEH 1O |MHCTpYKLHEH IO NPUMEHEHHIO.
NPHUMEHEHUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorsercrBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
TOJIHOCTH

* 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. / [IpoBOAHTCSI IPOU3BOAUTENEM ITPU
BBIITYCKE NEPHOJNYECKH: JIsl Kaxaoh 20-0i cepuu uiu He MeHee 1 pasa B rof. IlokasaTenb MOXeET ObITh
He BKJIIOYEH B cepTU(HKAT aHaM3a GUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpoayxr coorBercTByeT TpeboBanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

Checked by /
[TpoeepeHo: Pardeep Kumar

el

Approved by: Manager/Executive/
Ono6peHo: Menemxkep / PykoBoaurens

Amit Kumar N
5 (_”_,.'-"’—

Reprint Date:.
Hara: 12.07.2023

Reprint Date:
Hata: 12.07.2023

Reprint Date:
Jara: 12.07.2023

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




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 U3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabieTKH, MOKPbLIThIE IJIEHOYHOH o06os10uKoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301247

Batch Quantity / O6bem napTuun : 771.72 Kg

040001952505

Analytical Report No / AnanuTu4yecknii oryer Ne :

Date of Analysis / lata ananmsa: 12.07.2023

Date of Manufacture / Jlara npou3Boacrsa : Jun.2023

Date of Expiry / Cpoxk ropnoers : May.2028

Analysis performed according ND / Ananus nposeaen no HJ: ITNOI 1252/01-160123

API name (INN) /
Haumenosanne A®@C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [1apaneramon

Homep cepuu npou3BoauTeist
ADC:

API manufacturer batch number /

PIBM230101

1306/22-23

FP Manufacturer API Batch
number /

Homep cepuu cyOCTaHIHH
nponzpoantens LJID:

FEQAO00185

FEQA00187

Ipouseogutenbr APC, cTpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caiiencus Jlumuten,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / lllpu Kpuiina
dapmacstotukanc JIta., Maaus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTyeT Tpebosanusam HJL

Opinion : APPROVED
3axaouenue: OJJOBPEHO

Prepared by /

[ToaroToBjeHO:
Pravesh Rana K

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: MeHemkep / PykoBoauTeNb

Amit Kumar N\
Ao

Reprint Date:.
Jara: 12.07.2023

Reprint Date:

IHara: 12.07.2023

Reprint Date:
Harta: 12.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. =81 40 4900 2900, sa. 191 40 4300 2999, Cmail: mail@drroddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




