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; ) @ 0K - . .
Vill. Khol, Malagarh Road, Bgddj
Dr' Reddy S e Distt. Solan, H.P,, 173 205, INDia
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A Page 1of5/Ctp, 1135

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyknuH®, TabneTKH, HOKPBITHIE ILIEHOYHO# 060a04K0#, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2401178 Batch Quantity / OGsem napTuu : 776.0 Kg
Analytical Report No / AvanuTuueckuii oTuer No ¢ Date of Analysis / laTa ananuza: 30.06.2024 |
040002578523

Date of Manufacture / Jata npoussoncrsa : 05/2024 Date of Expiry / Cpox roanocrw : 04/2029

Analysis performed according ND / Ananu3 npogejen no HA: ITN011252/01-160123

No  |Test/ ITokazaTesn Results/ PesyinTaThl Specification / Hopma

1 |Descrption/ Onncaune |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../  Tabnerku|core at the cross-section. / TaGmerku
KaICYNOBUAHOKH (POPMBI, IOKDBITHIE KANCYNOBUAIOH  (OPMBI,  MOKpEITEIE
NIEHOYHOA 000NO4KONH OpaHXKEBOro|NIeHOUHOW  060104YKk0l  OpaHKeBoro
1BETa, C PHCKOI Ha OAHOH CTOpOHE;|1BETa, ¢ PUCKOi Ha OAHOH CTOpOHe; Ha

HA JIONEPEYHOM pa3pese — AAPO|MONEPEYHOM paspesde — sApo Henoro wiu

6eJoro usera. MoYTH Benore nBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMonnnuuOCTE CootsercTByeT 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 ynep>kuBaHHS OCHOBHBIX IHKOB
Ha  XpoMaTorpamme HCIIBITYEMOro
pacTBopa  OOJDKHEI  COOTBETCTBOBATh
BpEeMEHaM  YAepXKHBaHUS NHKOB Ha
XpomarorpaMme pacTBOpa CTaHAAPTHBIX
obpasios uoynpodesa W mapaieramona

(paznen «KonuuecrBeHHOE
OIpEENIeHHED)
3 |Awverage tablets weight 975.2mg/975.2 mr From 9409 mg to 9991 mg
Cpennss macca (970.0 mg + 3.0 %) /
TabneTok Or 9409 wmMr mo 999,1 ML
(970,0 Mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoxykr coorBercTByeT TpeGosanuam HJ[ | 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroTosneno Santosh [TposepeHo: P-,inwan Kumar /Ono6peno: Menemxep /
Kumar Maurya @/ d%j Pyropogutens Manoj Kumary, !
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.06.2024 Hata: 30.06.2024 Hara: 30.06.2024

Registered Office: 8-2-337, Road Ma. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984FLCTO04507
weswvidrroddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIA3A Page2 of 5/Ctp. 2 13 5

'i’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnuu®, TabneTkn, NOKPhITHIE NIeHOYHOH 006004K0it, 400 Mr + 325 mr

Batch No / Cepns Ne : V2401178

Batch Quantity / O6bem naprun : 776.0 Kg

040002578523

Analytical Report No / AHanuTnyeckui oTyer Ne :

Date of Analysis / [IaTa anaimsa: 30.06.2024

Date of Manufacture / lata npouszsogctsa : 05/2024

Date of Expiry / Cpok roguocti : 04/2029

Analysis performed according ND / Auanus nposesen no HJI: TIN011252/01-160123

r " .
4 |Disintegration /
PacnamaeMocCTb

10 min 14 sec/ 10 muH 14 cex

Not more than 30 min /
He 6onee 30 muH

5 |Dissolution /
PactBopenne

97 % To 102 %

100 % to 102 %

Not less than 70% (Q) of Ci3H;0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHuOs
(ubynpoden) uepes 30 Mus

Not less than 70% (Q) of CgHyNO,
(Paracetamol) after 30 min /

He w™enee 70 % (Q) GCsHoNO;
(napaneramon) uepe3s 30 MHH

6 |Related substances /

4-aminophenol (paracetamol impurity)

PoncTBeHHBIE IPHMECH 0.0002% ~ not more than 0.005 % /

Method 1/ Metox 1 4-amurodeHoN (IpUMeCchk NapalieTaMona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meron 2 0.04% Jriobas CITUHHYHAA npHMech
(ubynpodena unu napaneramorna) - He
6onee 0,3 %

0.04% Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
CymmMa npumeced (Merox 1 + Merogx 2)
- "e Gonee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarky . The Product confvrmy v WD/
IIpumeyannue: Ilpoaykr coorBeTcTByeT TpeboBaHusM HJT

Oplulun : APPROVED
3axmouenune: OJJOFPEHO

Prepared by /
[Toxrotorneno Santosh
Kumar Maurya

Checked by /
[TpoeepeHo: Pawan Kumar

- e

Approved by: Manager/Executive
/Ono6peno: Menemiep /
PyxoBonutens Manoj Kumar -

Reprint Date:
Hara: 30.06.2024

Reprint Date:
Hata: 30.06.2024

Reprint Date:
Jarta: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.cam

CIN: L85195AP1584PLC0O04507
wornat lrraddye com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A

Page30of5/Ctp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TableTKH, IOKPLITHIE 1eHOUHOMH 060104K0i, 400 mr + 325 mr

Batch No / Cepusa Ne : V2401178

Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / AHanuTHYecKkH#i oTaeT No :

040002578523

Date of Analysis / Jlata anannsa: 30.06.2024

Date of Manufacture / Jlata npoussoacrsa : 05/2024

Date of Expiry / Cpok rogsocts : 04/2029

Analysis performed according ND / Anasnus nposeaen no HJI: TIN011252/01-160123

10 |Uniformity of dosage

units /
O[HOPOJHOCTh Acceptance value (AV) should be not
J03UPOBaHHA 1.8 more than 15.0 /
- Tbuprofen /ubynpoden [Mokazarens npuemnemoct (AV) poixen
6biTh He Donee 15,0
1.3
- Paracetamol/ Acceptance value (AV) should be not
napaugeTamon more than 15.0 /
Tlokazarens npremiemocti (AV) nosmuxen
GieiTh He Donee 15,0
11 [Microbiological purity /
Mukpobronoraueckas
uucrota*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obwee 9ncno
a’pobHBIX
MHKPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He Gonee 100 KOE/r
/ Obuee yucno
JPOMOKEBBIX U
MJIECHEBEIX TPHOOB
¢) E. coli NA Shall be absent in lg / OtcyTrcTBHE B

Ir

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoayxr coorseTcTByeT TpeboBaHMam HT

Opinion ;: APPROVED
3axmoyenue: OJOBPEHO

Prepared by /
IMoaroToBneno Santosh
Kumar Maurya @.

-

Checked by /
ITpogepeHo: PaBNan Kumar

EE P

Approved by: Manager/Executive
/Oxo6peno: Menemxep /

Pykosoautens Manoj Kumar Qg‘ ; ‘7

Reprint Date:
Jara: 30.06.2024

Reprint Date:
JHara; 30.06.2024

Reprint Date:
Harta: 30.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +21 40 49C0 2900, Fasx: +91 40 41900 2998, Ernail: mali@drreddys corn

CiN: L85195AP1954PLCOO4507

e drredriys ram




Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A Paged4 of 5/ Crp. 4 m3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknnn®, TabaeTky, NOKPHITHIE ILIEHOYHOH 060n0uK0il, 400 Mr + 325 Mr
(Batch No / Cepus Ne : V2401178 Batch Quantity / O6bem napTus : 776.0 Kg
Analytical Report No / Anaaurnueckuii oTaer No : Date of Analysis / JlaTa anannsa: 30.06.2024
040002578523
Date of Manufacture / Jara npoussoacrea : 05/2024 Date of Expiry / Cpoxk rognocty : 04/2029
Analysis performed according ND / Anasus npoBeaen no HI: [1N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H 30,
KonuuecTBenHoe (Ibuprofen) per tablet /
ornpefieieHne 393.1 mg/393.1mr Or 360,0 mr mo 440,0 mr CiaH;50;
(ubynpoden) B Tabnetke
From 292.5 to 357.5 mg of CzHgNO;
(Paracetamol) per tablet /
322.07 mg/ 322.07 mr Or 292,5 mr po 357,5 mr CsHyNO»
(napauetamorn) B TabieTke
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. / ITo 10 |in a carton. / ITo 10 Tabnetox B IIBX/Al
tabrerok B [IBX/Al 6mucrep. ITo 1 |6aucrep. [lo 1, 2 wmu 20 6nucrepos B
6nucrepy B NaYKy KapTOHHYIO |Madky KapTOHHYFO BMECTE C
BMECTE C  HHCTPYKLMed Mo |HACTPYKUMEHN 110 MPHMEHCHNMIO.
NIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBercrBur ¢ HII.
15 | Storage conditions / At temperature not more than 25 °C./
Xpanenue Ipu TemmepaType He BoiLue 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 net
TOOHOCTH

* 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. / [IpoBoAMTCS NPOU3BOANTENEM TIPH
BBIIYCKE TIEPHOAMHECKH: Vs KkAoH 20-0# cepun uiH He meuee 1 pasa B roz. ITokasarens MOXeET ObITE
He BITIOYEH B cepTU(HKAT aHanu3a GupMsl

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayKT COOTBETCTBYET TpeGOBAHHAM HIO

Opinion : APPROVED
3axmoyenue: OJOBPEHO

Prepared by /

Kumar Maurya

[oarorosneno Santosh

-

Checked by /
[Iposepeno: Pawan Kumar

-

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pykoroautenas Manoj Kumar 6 g‘ l?

Reprint Date:
Jata: 30.06.2024

Reprint Date:
Jara: 30.06.2024

Reprint Date:
Jara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, Iindia
Tel: 491 40 490C 2900, Fax: +91 4G 4300 2999, Email: maii@drreadys.com

CIN: LB5195AP1584FLCD04597
www.drreddys.com




Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page Sof S/Ctp. 5 m3 5

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

H6yknun®, TabraeTin, NOKPHITHIE IEHOYHO# 060/104K0i#, 400 mr + 325 Mr
Batch No / Cepust No : V2401178

Batch Quantity / O6bem napruu : 776.0 Kg

1040002578523

Analytical Report No / AsanuTuueckuii or9er No :

Date of Analysis / laTra awamusa: 30.06.2024

Date of Manufacture / JlaTa npousBoacrsa : 05/2024

Date of Expiry / Cpok rogsoctu : 04/2029

Analysis performed according ND / Anasus nposeaen no HJI: T1N011252/01-160123

API name (INN) /
Haumenosaune AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / TTapauetamon

API manufacturer batch number /
Homep cepun npouspogkTens ADC:

PIBM240025, PIBM230465

1211/23-24

Homep cepun cyGcTaHIHH
npousBoautens ['JId:

FP Manufacturer API Batch number /

FERA00227, FERA00051

FERA00159

I ponzsogurenb ADC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa SkTuB
Qapma Cafiencuz Jinmuren, Hunus

Sri Krishna Pharmaceuticals
Ltd., India / UIpu Kpnwna
dapmacesiotukanc JIta., HHpua

Romarks ; The Product conformes to NIV
TIpumeuaune: IIpoaykr coorBeTcTBYET TpeboBaHuaM HJL

QOpinion +- APPROVFED
3axnioyenne: OJOBPEHO

Prepared by /
TloarotoBneHo Samﬁ

/.
Kumar Maurya (&

—

Checked by /
[Tposepeno: Pawan Kumar

Approved by: Manager/Executive
/Opo6pero: Menemxep /

Pyxosonurens Manoj Kumary /~
@“""‘_’_

Reprint Date:
Jara: 30.06.2024

Reprint Date:
Hata: 30.06.2024

Reprint Date:
Hara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB519SAP1S84FLCDO4597
wivw.drreddys.com




