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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 : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Page10f 6/ Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta6J1eTKH, NOKPHIThIE IIEHOYHOi 000,1049K0#, 400 Mr + 325 Mr

Batch No / Cepnga Ne : V2302300

Batch Quantity / O6bem naptuu : 767.15 Kg

Analytical Report No / AnanuTH4ecknii oruer Ne :
040002288904

Date of Analysis / lata ananmza: 27.11.2023

Date of Manufacture / Jata npou3Bogcrsa : 10/2023

Date of Expiry / Cpok roanoctn : 09/2028

Analysis performed according ND / Anann3 nposesien no HJI: TTN011252/01-160123

No  |Test/ IlokasaTennb Results/ Pe3yibTaThl Specification / Hopma
1 |Description/ Ommcanue |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. / Tabnerku
KancyJnoBUAHOH (HOPMBIL, MOKPBITHIE|KANCYIOBUIHOH  (OPMBI,  TOKpPBITHIE
TJIEHOYHOM O0GO0JIOYKOH OPaH)XeBOTO|IIEHOYHOH ~ OOONOYKOW  OpaHKeBOro
1[BETa, ¢ PUCKOW Ha OJHOW CTOPOHE;|lBETa, C PUCKOH HA OJHOW CTOpOHE; Ha
Ha TONMEPeYHOM paspese — SAPO|TONEpeyHOM paspese — AApo Gesioro wuiu
6eJoro 1BeTa. noytH 6enoro LBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToTHHHOCTD 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) /
Bpemena yiep>XHBaHUsI OCHOBHBIX IHKOB
Ha  XpoMarorpamme HCITBITYEMOTO
pacTBopa  JIOJDKHBl ~ COOTBETCTBOBATh
BpEMEHaM  YIEpXKHBAaHHUSA TIHKOB  Ha
XpoMaTorpaMmMe pacTBOpa CTaHAApPTHBIX
obpa3uoB ubynpodeHa ¥ napaneramosna
(pazzen «KonuuecTBeHHOE
oInpefieNIeHHeE»)
3 |Average tablets weight 973.6 mg/ 973.6 mr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg +3.0 %) /
TabeTok Or  940,9 MI' 70 999,1 MT

(970,0 mr + 3,0 %)

Remarks ; The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTByeT TpeboBaHusaM HJL

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Hata: 27.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: Z [TposepeHo: Santosh Kumar Omo6peno: Menemxep / PykopoauTesb
Pravesh Rana Maurya | Manoj Kumar _ﬂB

X (e
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.11.2023

Hata: 27.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NIOKPBITHIE MJIEHOYHOH 06010uK0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2302300

Batch Quantity / O6bem maptuu : 767.15 Kg

040002288904

Analytical Report No / AHanuTHYecKkuii oTyeT Ne :

Date of Analysis / lata ananmsa: 27.11.2023

Date of Manufacture / JlaTta npou3soacrsa : 10/2023

Date of Expiry / Cpox rognoctu : 09/2028

Analysis performed according ND / Anasu3 npoeeaen mo HJI[: [IN011252/01-160123

4 |Disintegration /
PacnagaemocTs

05 min 55 sec/ 05 muH 55 cex

Not more than 30 min /
He 6onee 30 Mmun

5 |Dissolution /
PactBopenue

97 % To 101 %

96 % to 99 %

Not less than 70% (Q) of C;3H;50,
(Ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3HisO,
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q) GCsHoNO,
(napaueramou) yepe3 30 MUH

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilpoaykt coorBeTcTBYeT TpeboBaHusM H]T

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Hata: 27.11.2023

Jara: 27.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBmneHo: ITposepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoaurens
Pravesh Rana [ Maurya f@ Manoj Kumar r@ i ﬂ
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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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, Tab/eTKH, NOKPBIThIE IIeHOYHOH 060104K0ii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2302300

Batch Quantity / O6bem maptuu : 767.15 Kg

040002288904

Analytical Report No / Avanutuyeckuii oruet Ne :

Date of Analysis / laTta apanu3a: 27.11.2023

Date of Manufacture / /laTta npousBoacrsa : 10/2023

Date of Expiry / Cpok roguoctu : 09/2028

Analysis performed according ND / Anauun3 nposegen mo HJI: ITN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncrBennbie npumecu - not more than 0.005 % /

Method 1/ Meton 1 4-amuHo¢eHon (IpuMech napareraMmora)
- e 6onee 0,005 %

Method 2 / Meron 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHIYHas PUMEChH
(ubynpodeHa unu mnapaueramosa) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.07% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.4 % Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanmue: ITpoaykt coorBeTcTBYeT TpeboBaHusaM HJ[

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
Iloarorosneno:
Pravesh Rana

/

Checked by /
IIpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive/
OnobpeHo: Menemxep / PykoBoauTeb

Manoj Kumar Q/M

Reprint Date:.
Hara: 27.11.2023

Reprint Date:
Hara: 27.11.2023

Reprint Date:
JHara: 27.11.2023
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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

CEPTUOUKAT AHAJIM3A

Page4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabaeTKH, NOKPBIThIE MJIeHOYHOH 0060104K0ii, 400 mr + 325 mr
Batch No / Cepus Ne : V2302300 Batch Quantity / O6bem napTum : 767.15 Kg
Analytical Report No / Ananutu4eckuii oruyer Ne : Date of Analysis / laTa ananu3za: 27.11.2023
040002288904
Date of Manufacture / lata npousBoacrsa : 10/2023 | Date of Expiry / Cpok rogHoctn : 09/2028
Analysis performed according ND / Ananu3 nposeaen mo HJ: TT N011252/01-160123
10 |Uniformity of dosage
units /
OnHOpOAHOCTH Acceptance value (AV) should be not
JI03UPOBaHMUs 1.4 more than 15.0 /
- Ibuprofen /ubynpoden [Tokazaresns nmpuemsieMocTd (AV) nomkeH
ObITh HE Gotee 15,0
- Paracetamol/ 1.1 Acceptance value (AV) should be not
napayeTamMo more than 15.0 /
[Tokazatens npuemyieMocTd (AV) n0JbKeH
OBITE He Oonee 15,0
11 [Microbiological purity /
Mukpobuonoruieckast
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obwee uucno
aspobHBIX
MHKPOOPIaHH3MOB
b) Total combined NA Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuee ynucno
IPOAOKEBBIX U
MJIECHEBBLIX TPUOOB
¢) E. coli NA Shall be absent in 1g / OtcyTcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoayxT cootBercTByeT Tpebopanusm HJl | 3axmouenne: OJJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive/
[NoarorosneHo: ' IIpoBepeno: Santosh Kumar OnobpeHo: Menemxkep / Pykosoaurens
Pravesh Rana Maurya m Manoj Kumar NL’;‘ 0
— LA~
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.11.2023 Jara: 27.11.2023 JaTa: 27.11.2023
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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

CEPTHOUKAT AHAJIM3A

Page50f6/Ctp. 5136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, Tab6aeTKH, NOKPBITHIE IIEHO4YHO#H 060104K0#, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2302300 Batch Quantity / O6bem naptun : 767.15 Kg
Analytical Report No / AHanuTn4eckuii oruer Ne : Date of Analysis / /laTa ananu3a: 27.11.2023
040002288904
Date of Manufacture / Jata npon3Boacrsa : 10/2023  |Date of Expiry / Cpok rognoctu : 09/2028
Analysis performed according ND / Ananu3 nposenen mo H/I: [T N011252/01-160123
12 |Assay/ 394.8 mg/394.8 mr From 360.0 to 440.0 mg of C;3:His0:
Konuyectsennoe (Ibuprofen) per tablet /
orpesieNieHne Or 360,0 mr mo 440,0 mr C;3Hi30;
(ubynpoden) B Tabnerke
321.57 mg/321.57 mr From 292.5 to 357.5 mg of CsgHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(mapaueramon) B TabJeTKe
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 tabnerok B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To1  |6aucrep. o 1, 2 unu 20 6aucTepoB B
O6aucTepy B Mauyky KApTOHHYIO |MAuky KapTOHHYIO BMECTE c
BMECTE C  HUHCTPYKLHEH 1O |MHCTPYKUMEH IO NPUMEHEHHUIO.
IPHUMEHEHHUIO.
14 | Labeling / Mapkupoka| According to ND. / B cootBerctuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He Bbiiie 25 °C.
16 | Shelf life / Cpox S years / 5 net
roAHOCTH

* 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. / [IpoBoauTCs NpOU3BOAUTENEM MPH
BBINTYCKE NMEPUOAMYECKH: Ul KaXaoi 20-oii cepun Win He MeHee 1 pas3a B rof. [lokazarens MoXxeT OBbITh
HE BKJIFOUEH B CepTH(QUKAT aHaIHn3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [1poaykT cooTBeTCTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
IToxarorosneno;
Pravesh Rana

Checked by /
IIposepeno: Sagtﬁ-‘m Kumar

Maurya
- —

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBoaurens
Manoj Kumar

Yoo .

Reprint Date:.
Hara: 27.11.2023

Reprint Date:
Hara: 27.11.2023

Reprint Date:
Jara: 27.11.2023
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknnu®, TadaeTKkH, IOKPHITHIE IIEHOYHOI 000.109K0i, 400 mr + 325 mr

'Batch No / Cepust Ne : V2302300

Batch Quantity / O6bem napTuu : 767.15 Kg

040002288904

Analytical Report No / Anaaurndeckuii otyer No :

Date of Analysis / laTa ananuza: 27.11.2023

Date of Expiry / Cpok rogsoctu : 09/2028

| Date of Manufacture / lata npousBoacrsa : 10/2023
Analysis performed according ND / Anasns nposesen mo H/I: [TN011252/01-160123

API name (INN) /

Homep cepun cybcTaHInm
npoussoautens I'JID:

Haumenosanne ADC (VIHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npou3BoIUTEISI PIBM230356 0321/23-24

ADC:

FP Manufacturer API Batch

mymiber / FEQA00450 FEQA00437

IIpouszsoaurtens APC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caiterncus Jlumuren,
Hupus

Sri Krishna Pharmaceuticals Ltd.,
India / lllpu KpuuixHa
®dapmacbrotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipoaykr coorBercTBYeT TpeGoBanusm HJJ

Opinion : APPROVED
3axmnouenne: OJJOBPEHO

Prepared by /
IoarorosneHo:
Pravesh Rana

Checked by /
IIpoBepeno: Santosh Kumar
Maurya ’

.

&

Approved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

-,

Reprint Date:.
[Hara: 27.11.2023

Reprint Date:
Hara: 27.11.2023

Reprint Date:
Hara: 27.11.2023
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