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Dr. Reddy's Laboratcries [td.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Badd,
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Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Page1of5/Crp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkaun®, TablieTKH, NOKPbITHIE IIEHOYHOI 000/104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2401179

Batch Quantity / O6bem naptuu : 759.25 Kg

Analytical Report No / AramuTuyecknif oryer Ne :
040002579543

Date of Analysis / [laTa ananuza: 30.06.2024

Date of Manufacture / Jlara npousBoacrsa : 05/2024

Date of Expiry / Cpok roanoctn : 04/2029

Analysis performed according ND / Anann3 nposenen mo HJI: [ N011252/01-160123

IIpumeuanue: [TpoaykT cooTBeTcTBYeET TpeboBaHusaM HJI

3akmouenune: OJJOBPEHO

Ne  [Test/ IlokazaTeanb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Omucanne |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
KAMCYNOBHIAHONH (GOPMBI, MOKPLITLIE KANCYIOBHIIOH  (QOPMBI,  TOKPLITLIE
MJIEHOYHOM 0BO0JIOUKOM OpaHKEBOIO [IJIEHOWHOH  00ONOUKOH  OpaHXKeBOro
[{BETa, C PUCKOM Ha OXHON CTOpOHE;|LBETa, C PUCKOH Ha ONHOH CTOpOHE; Ha
Ha TMOMEPEYHOM paspe3e — sIpo|MONepevyHoOM paspese — sapo 6enoro unm
6enoro neTa. nouty Genoro upera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MopnuHHOCTB 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 yiepX1UBaHNs OCHOBHBIX ITHKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpEMEHAM  Y/EpXXMBaHUS IHKOB Ha
XpoMaTorpaMMme pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa U napaueramosia
(pasnmen «KonuuecTBeHHOE
OIpelleJICHUEY)
3 |Average tablets weight 977.4 mg/ 977.4 Mmr From 9409 mg to 9991 mg
CpenHss macca (970.0 mg = 3.0 %)/
TabJeToK Or 9409 wmMr po 9991 MI
(970,0 Mmr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hara: 30.06.2024

Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo Santos [Tposepeno: Pawan Kumar /Onobpeno: Menemxep /

Kumar Maurya e /‘,\P Pyxosoautens Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date:

Jara: 30.06.2024

JHata: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: maii@direddys.com

CIN: L85195AP1SR4FLCJ04507
www.drreddys.com




Dr.Reddy’s Q':

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A Page2 of 5/ Ctp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkauu®, TabaeTkH, NIOKPHITHIE MJeHOYHOH 000/109K0i, 400 mr + 3235 mr

Batch No / Cepus Ne : V2401179

Batch Quantity / O6bem napTuu : 759.25 Kg

040002579543

Analytical Report No / AHamuTHYecKnit oTyer No :

Date of Analysis / laTa ananunza: 30.06.2024

Date of Manufacture / /Iata npousBoacrsa : 05/2024

Date of Expiry / Cpok roanoctd : 04/2029

Analysis performed according ND / Auann3 nposeaen mo HJI: [ N011252/01-160123

4 |Disintegration /
PacnagaemMocTh

09 min 31 sec / 09 muu 31 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PacrBopenue

98 % To 101 %

97 % to 104 %

Not less than 70% (Q) of C;3H;s0;
(Ibuprofen) after 30 min /

He wMenmee 70 % (Q) CiHisO2
(ubynpoden) gepes 30 MuH

Not less than 70% (Q) of CzHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MuH

6 |Related substances /

4-aminophenol (paracetamol impurity)

PoacTBeHHBIE TPUMECH 0.0002% - not more than 0.005 % /

Method 1/ Meron 1 4-amunoMeHoN (IpuMech NapaleTaMmona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /

Method 2 / Meton 2 0.04% Jlrobas eUHUYHAs IPUMECH
(ubympodena unu rnapaleTamMosia) - He
oonee 0,3 %

0.04% Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceit (Metoz 1 + Meton 2)
- He bonee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykT coorBeTcTBYET TpeboBaHUAM HJL

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Prepared by /
[ToaroroBneno Santosh
Kumar Maurya

Checked by /
IIpoBepeHo: Pawan Kumar

Ai.__

Approved by: Manager/Executive
/Opobpeno: Menemxep /

PykoBoautens Manoj Kumar W
/

Reprint Date:
Jara: 30.06.2024

Reprint Date:
Jarta: 30.06.2024

Reprint Date:
Hata: 30.06.2024

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

CIN: L85195AP1584FLCO04507
www.drreddys.com




Dr.Reddy’s ‘_‘.

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

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDtA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page3 of 5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Ta61eTKH, NOKPHITHIE MIEHOUHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2401179

Batch Quantity / O6bem mapruu : 759.25 Kg

Analytical Report No / AHauTHYeCKH I oTdeT No :
040002579543

Date of Analysis / JlaTa anammsa: 30.06.2024

Date of Manufacture / /laTta npoussoacrtsa : 05/2024

Date of Expiry / Cpox rogaoctH : 04/2029

| Analysis performed according ND / Ananus nposesen o HI: ITNO1 1252/01-160123

10 |Uniformity of dosage
units /
OIHOPOAHOCTD Acceptance value (AV) should be not
JIO3MPOBAHUSA 1.6 more than 15.0 /
- Ibuprofen /uGynpoden TToxazarens npuemneMoctd (AV) nomken
6bITh He Gogee 15,0
1.6
- Paracetamol/ Acceptance value (AV) should be not
napaleTaMolt more than 15.0 /
ITokazarens mpueMaeMocTd (AV) nomxkeH
ObITH He Hosee 15,0
11 |Microbiological purity /
Muxkpobuonorudeckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61wee yucno
a’poOHBIX
MUKpPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1uiee uncio
JIPOXKKEBBIX U
HJIECHEBBIX IPHOOB
c) E. coli NA Shall be absent in lg / OrcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

JHara: 30.06.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Moxroroeneno Santosh IIpoBepeno: _,7Pawan Kumar /Onobpeno: Menemxep /

Kumar Maurya % , ' PykoBoautens Manoj Kumar
Reprint Date: Reprint Date:’ Reprint Date:

Hata: 30.06.2024

Jara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com

CIN: LB5195AP1984FLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laporatcries Ltd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddlj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A Page 4 of 5/ Crp.4 uz 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabneTiku, NOKpbITHIE MJIeHOYHOH 000104k, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2401179 Batch Quantity / O6bem mapruu : 759.25 Kg
Analytical Report No / Auanuruuecknii oTyer Ne : Date of Analysis / JlaTa ananuza: 30.06.2024
040002579543
Date of Manufacture / [lata npoussoactsa : 05/2024 Date of Expiry / Cpok roanoctn : 04/2029
Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 NO11252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3Hi30;
KonuuectBeHHOE (Ibuprofen) per tablet /
OIlpeleNieHNe 395.8 mg/395.8 Mmr Or 360,0 mr po 440,0 mr C;3sHjsO,
(ubynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
327.49 mg/327.49 mr Ot 292,5 mr go 357,5 mr CsHoNO,
(mapaueramol) 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. / Tlo 10 |in a carton. / [To 10 tabnerox B [IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 [6auctep. [lo 1, 2 unu 20 Garicrepor B
6nucTepy B MayKy KAapTOHHYIO |MadkKy KapTOHHYIO BMECTe c
BMECT€ C  MHCTPYKUMEH MO |WHCTPYKLHEH IO NPUMEHEHHIO.
IPUMEHEHUIO.
14 | Labeling / Mapxuposka| According to ND. / B cootBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bolle 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
FOJIHOCTH

* 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. / [IpoBoguTCsI NPOU3BOAUTENIEM ITPU
BBINYCKE MEPUOAMYECKH: AN Kaxaoi 20-oii cepuu unm He MeHee 1 pasa B rof. Iloka3sarens MoXeT ObITh
HE BKJIIOUEH B cepTudHKar aHamu3a QUpMBI

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBercTByeT Tpeboranusam HJI

Opinion : APPROVED
3akmiouenne: OJJOGPEHO

Hara: 30.06.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosaeno Santosh IIpoeepeno: Pawan Kumar /OnobpeHo: MeHnemxep /

Kumar Maurya @ / PyxoBoautens Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date:

Hara: 30.06.2024

Jara: 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: mai;@direddys.com

CIN: L85195AP1584FLCO04507
www.drreddys.com




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

@
Dl'. Red dy’s "..' Vill. Khol, Nalagarh Road, Badydi,

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTHU3A Page5of 5/ Crp.5u3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, TadjeTkn, NOKPLITHIE M1eHOYHOH 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2401179 Batch Quantity / O6bem mapTuu : 759.25 Kg
Analytical Report No / Ananurnyecknii orger Ne : Date of Analysis / JlaTa anannza: 30.06.2024
040002579543

Date of Manufacture / JlaTa npousBoactna : 05/2024 Date of Expiry / Cpox roguocrtu : 04/2029

Analysis performed according ND / Ananus nposeaen mo HJI: I1 N011252/01-160123

API name (INN) /

Hauvenosanne AGC (MHH): Ibuprofen / 6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240025 1211/23-24

Homep cepun npoussoautesss ADC:

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIIUH FERA00227 FERA00159

npoussoaurenst IJID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals

API Manufactured by & country / Limited, India / Conapa DxTuB Ltd., India / pu Kpuna
ITpouseoautens APC, crpana: ®apma Caitencus Jlumuren, Uuaus | @apmacekrotukanc JIta., Uuaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanne: [TponykT coorBeTcTBYyeT Tpebopanusam HJ[ | 3axkmouenne: ONOBPEHO

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

TToarorosneno Santosh [TpoBepeno: Pawan Kumar /OnobpeHo: Menemxep /

Kumar Maurya /Q:_,‘ / Pykoroautens Manoj Kumar W

T ] =
Reprint Date: Reprint Date:/ Reprint Date:
Jara: 30.06.2024 Jara: 30.06.2024 Jara: 30.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04507
www.drreddys.com



