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CERTIFICATE OF ANALYSIS

2 Padaov's Lahoratories Ltd.
Formuiaton Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
T:l 5L 23256 26001-02
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CEPTUDOUKAT AHAJIMN3A

Page10f6/Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKH, NOKPLITHIE IJIEHOYHO¥ 060J104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301248

Batch Quantity / O6bem naptuu : 765.850Kg

040001958216

Analytical Report No / AnannTuyecknii order Ne :

Date of Analysis / /laTta ananu3za: 13.07.2023

Date of Manufacture / Jlata npoussoacrsa : Jun.2023

Date of Expiry / Cpok rogHoctu : May.2028

Analysis performed according ND / Anann3 nposeaed no HJI: IINO011252/01-160123

IIpumeuanne: IlpoaykT coorBercTBYeT TpeboBanusm HJ{

Nt | Test/ IToxasarean Results/ Pe3yJabTaTbl 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../  Tabnerku|core at the cross-section. / Tabnerku
KancyJMOBUAHONW ()OPMBI, TOKPHITBHIE|KANCYNIOBHAHOH  (OPMBI,  TOKPbITbIE
IJICHOYHOH 000JIOYKOM OpaHKEBOro |MJIEHOYHOH  OOONOYKOH  OpPaHXEBOTro
1{BeTa, C PUCKOH Ha OIHOW CTOpPOHE;|lBETa, C PHCKOH HAa OJHOM CTOpOHE; Ha
Ha [ONEpEeYHOM pa3pe3e — S/pO|ONEpeyHoM paspese — sApo 6enoro uiu
6enoro 1BeTa. noytu 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMonnuuuOCTH 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 ynepuBaHUSI OCHOBHBIX MTHKOB
Ha XpoMaTorpaMme UCTBITYEMOTO
pacTBOpa  JODKHBI ~ COOTBETCTBOBATH
BpeMEHaM  YAEp)KUBaHHs HHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasiop udynpodeHa U mapaneramona
(paznen «KonuyecTBeHHOE
ONPENICIICHHUEY)
3 |Average tablets weight 968.4 mg/ 968.4 mr From 9409 mg to 999.1 mg
CpenHss macca (970.0 mg + 3.0 %) /
TabJIeTOK Or 9409 wMr Jjgo 999, MT
(970,0 Mr+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmaouenne: OJJOGPEHO

Hara: 13.97.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBaeHo: M [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautens
Ramakant @VJ\ : Amit Kumar N

’/ at? "
Reprint Date:. Reprint Date: Reprint Date:

Hara: 13.07.2023

Hara: 13.07.2023

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: L85185AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

DOr Faddy's Lahoratories Ltd.
~crmuiation Unic-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDJA
Tl 251 25166 56001-02
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CEPTU®HUKAT AHAJIU3A

Page2 of 6/ C1p. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, Tab1eTKkn, NOKPHITHIE INIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301248

Batch Quantity / O6bem napTuu : 765.850 Kg

Analytical Report No / AHaauTHYecKnii oTyeT No :
040001958216

Date of Analysis / laTta ananu3a: 13.07.2023

Date of Manufacture / lata npousBoacTsa : Jun.2023

Date of Expiry / Cpox rogaocrH : May.2028

Analysis performed according ND / Ananus nposeaen mo HJI: 1 N011252/01-160123

4

Disintegration /
PacnanaeMocTh

07 min 23 sec/ 07 muH 23 cek

Not more than 30 min /
He 6onee 30 MuH

Dissolution /
PacTBopenue

97 % To 101 %

100 % to 102 %

Not less than 70% (Q) of CizHisO;
(Tbuprofen) after 30 min /

He wMepmee 70 % (Q)
(ubynpoden) yepes 30 MUH

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

Ci3H50;

CsHoNO;

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusiaM HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

JHata: 13.07.2023

Ilata: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneno: dlt I[Iposepeno: Pardeep Kumar | OnoGpeno: Menemiep / Pykosoaurens
Ramakant %ﬁ“\ ' 8 t | Amit Kumar o ‘\,'f/"’

Reprint Date:. Reprint Date: Reprint Date:

Jata: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

T Reddy's L=horatories Ltd.
Fermuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Dlstt Solan, H.P,, 173 205, INDIA

Tal o0t BSISE 600102

WAL Arregays.com

CEPTUO®HKAT AHAJITA3A

Page30f6/Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPbITHIE IVIEHOYHOI 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301248

Batch Quantity / O6bem maprTuu : 765.850 Kg

040001958216

Analytical Report No / AHanuTHYecKHi oT4eT No ¢

Date of Analysis / JlaTa anaau3za: 13.07.2023

Date of Manufacture / Jlata mpousBoacTsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Auanu3 nposenen no HJI: II N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

IIpumeyanue: [TpoaykTt coorBeTcTBYET TpeboBaHusaM HJI

PoncreenHble IpuMecu - not more than 0.005 % /
Method 1/ Merton 1 4-amuHOo(eHon (IpUMeCh TTapalieTaMmona)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JTro6ast eAUHUYHAs npUuMech
(ubynpodeHa WM mnapauneTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Merog, 2)
- He 6onee 0,7 %
9 |Water/Boga 1.6% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJJOBPEHO

Jara: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarororineno: @ ITpoeepeno: Pardeep Kumar | Ono6peHo: Menepkep / Pykosoaureinsb
Ramakant c%”, t Amit Kumar L

Reprint Date:. Reprint Date: Reprint Date:

Hara: 13.07.2023

Jara: 13.07.2023

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 Q':‘.

r RBaddvis L=horateories Ltd,
Formilacion Uinit-6

Vill. Khol, Nalagarh Road, Baddlj,
Dlstt So[an H.P., 173 205, INDIA

1227153 5500102
CERTIFICATE OF ANALYSIS | =
CEPTUDUKAT AHAJIU3A

Page40f6/Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, Tab/1eTKH, NOKPLITHIE INIEHOYHOH 000104K0i, 400 mr + 325 mMr

Batch No / Cepust Ne : V2301248

Batch Quantity / O6bem naprtum : 765.850 Kg

040001958216

Analytical Report No / AHamuTH4eckuif oryer Ne @

Date of Analysis / /laTa ananu3za: 13.07.2023

Date of Manufacture / Jlata npousBogcTBa : Jun.2023

Date of Expiry / Cpok rogHoctH : May.2028

Analysis performed according ND / Ananus nposenen mo H/I: [1N011252/01-160123

10 |Uniformity of dosage

units /
ORHOPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBaHUS 2.0 more than 15.0 /
- Ibuprofen /ubynpoden [Toxazatens npuemaeMoct (AV) nomkeH
65ITh He 6oJiee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
napaieTaMmon more than 15.0 /
[Toxa3zaTens npuemieMoctd (AV) noymkeH
OBITh He Hoee 15,0
11 |Microbiological purity /
Mukpobuonoruyueckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obuiee yucno
a3poOHBIX
MHKPOOPTraHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1uee yucio
IPOXKKEBBIX U
IIECHEBBIX TPUOOB NA

c¢) E. coli Shall be absent in lg / OtcyrcTBUE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Iponykr cootsercTByeT Tpebosannam HJ] | 3axmouenne: OOBPEHO

Jara: 13.07.2023

Jara: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosnexo: [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
Ramakant / (> Amit Kumar =i ,.\f" =

Reprint Date:. Reprint Date: Reprint Date:

Hata: 13.07.2023

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 ":‘.

CERTIFICATE OF ANALYSIS '~

Di. Reddvic I ahoratories {td.
rormuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

[+ 48188165 26001-G2
www.drredays.com

CEPTUOHUKAT AHAJIN3A

PageS50f 6/ Crp. 5136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabjeTKH, NOKPbIThIE MIeHOYHOH 0060,104K0it, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301248 Batch Quantity / O0bem naprtuu : 765.850 Kg
Analytical Report No / AnajsuTHuecknii oryer Ne ; Date of Analysis / laTa ananusa: 13.07.2023
040001958216
Date of Manufacture / Jlata npousBojcra : Jun.2023 |Date of Expiry / Cpok rognoctu : May.2028
Analysis performed according ND / Ananus nposegen mo HJI: ITN011252/01-160123
12 [Assay/ 391.9 mg/391.9 Mr From 360.0 to 440.0 mg of C;3H;30,
KonunuecteeHHOE (Ibuprofen) per tablet /
omnpezeneHue Or 360,0 mMr go 440,0 mMr C;3H;30;
(ubynpodeH) B Tabnerke
329.74 mg/ 329.74 mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,
(napaneramo) B TabneTke
13 | Package / Vnakopka 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 6nucrep. [To 1 |6imucrep. Ilo 1, 2 wnu 20 6mucTepoB B
OnucTepy B Mayky KapTOHHYKO |MAuky KapTOHHYIO BMECTE c
BMECTe C  HMHCTPYKUMEH N0 |HHCTPYKILHeH MO MPUMEHEHHIO.
MPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootetcTBHE ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bbine 25 °C.
16 | Shelf life / Cpok 5 years / 5 et
TOAHOCTH

* 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 NPOU3BOAUTENEM TIPH
BBIITYCKE NEPUOINYECKH: Uit Kaxao# 20-0if cepuu uinH He MeHee 1 pasa B roj. ITokaszaTens MOXET GBITH
HE BKJIIOYEH B cepTU(UKAT aHau3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBercTByeT TpeGoBanmsm HJT

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Harta: 13.07.2023

Jara: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHq: dﬂ— IIposepeno: Pardeep Kumar | Ogo6peHo: Menemxkep / PykoBoaurens
Ramakant @)A/ ﬁ Amit Kumar f{&h‘ N

- /
Reprint Date:. Reprint Date: Reprint Date:

Jara: 13.07.2023

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 . i eddys.com
CEPTHUOHKAT AHAJIN3A

Page 6 of 6/ C1p. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, TabaeTKH, NOKPBITHIE IVIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301248 Batch Quantity / O6bem napTun : 765.850 Kg
Analytical Report No / AHannTHYecKHii oTyeT No : Date of Analysis / laTa ananu3za: 13.07.2023
040001958216

Date of Manufacture / Jlata npousBoacTsa : Jun.2023 |Date of Expiry / Cpok rogaocTs : May.2028

Analysis performed according ND / Auasu3s nposesen mo HJI: TIN011252/01-160123

ﬁziz:ll:)iglﬁ) A OC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapauetamon
API manufacturer batch number /
Homep cepun npoH3BoAUTEIS PIBM230101 1306/22-23, 1307/22-23
ADC:
FP Manufacturer API Batch
number /
Howmep cepus cy6cTanmun FEQAO00185 FEQA00187, FEQA00188
npoussoaurteas I'JI®:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / IlIpu Kpuiuna
Ipoussogurenr ADC, cTpana: ®apma Caiiencus Jlumuren, ®apmackrotukanc JIta., Uaaus
Wnnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IponykT cooTsercTBYeT Tpebopanusm HJT | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBieHo: [TpoeepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Ramakant Amit Kumar .
Reprint Date:. Reprint Date: Reprint Date: '
Jara: 13.07.2023 Hata: 13.07.2023 Jara: 13.07.2023

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
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