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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page10f6/Crp.1u36

Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJJ

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabJeTKH, NOKPbIThIE IJIeHOYHOH 00010uK0H, 400 mr + 325 mr
Batch No / Cepust Ne : V2301044 Batch Quantity / O6bem napruu : 767.700 Kg
Analytical Report No / Anajgutuyeckuii oTyer No : Date of Analysis / /laTa ananu3a: 15.06.2023
040001900231
Date of Manufacture / lara npoussoacrsa : May-2023 |Date of Expiry / Cpok roanoctu : Apr-2028
Analysis performed according ND / Ananus nposesied no HJI: I1N011252/01-160123
Ne  |Test/ Iloxa3zaresn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne [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../  TaGnerku|core at the cross-section. / TabneTku
KaIncynoBHAHOW (OPMbI, MOKPBITHIE |KaNCyNOBUAHOH  (OPMBI,  ITOKPBITHIE
TJIEHOYHOW 06O0JI0YKOM OpaH)XEBOTO|MIEHOYHOH  00OJNOUKOH  OpaHXeBOro
UBETa, C PUCKOIl Ha OIHOI CTOpOHE;|LBETA, C PUCKOH Ha OJHOH! CTOpOHE; Ha
Ha [IOMEepeyHOM pa3pe3e — SApO|TONEPEHHOM paspese — sAApo 6esoro uin
6enoro LBeTa. no4tyu Genoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITopnuHHOCTD 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 ynep>xuBaHHs OCHOBHBIX MHUKOB
Ha XpoMaTorpaMmme HCHBITYEMOTO
pacTBopa  JOJKHBl ~ COOTBETCTBOBATh
BpeMEHaM  YIep)KUBaHWs IHUKOB HA
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuo ubympodeHa u mapareraMmona
(paznen «KonuyectTBeHHOE
OTpe/ieICHUE»)
3 |Average tablets weight 969.2 mg/ 969.2 mr From 9409 mg to 9991 mg
Cpenusisi Macca (970.0 mg+ 3.0 %) /
TabJIeTOK Oor 940,9 wmr gmo 9991 MT
(970,0 mr + 3,0 %)
RemarKks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJJOBPEHO

Jata: 15.06.2023

JaTa: 15.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Fravesh I[TposepeHno: Pardeep Kumar Ono6peHo: Menejpkep / Pykosoaureb
Rana = Amit Kumar K.JV'

Reprint Date: Reprint Date: Reprint Date:

Jlara: 15.06.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 2 of 6/ Ctp.2 u3 6

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

Noyxnnn®, TabJieTKH, NOKPbIThIE MJeHOYHOH 00010uKoi, 400 mr + 325 mr

Batch No / Cepust Ne : V2301044 Batch Quantity / O6wsem napruu : 767.700 Kg
Analytical Report No / Anaautudyeckuii oTuyer No : Date of Analysis / laTa ananu3za: 15.06.2023
040001900231

Date of Manufacture / Jata npon3soacrsa : May-2023 |Date of Expiry / Cpok roasocTn : Apr-2028

Analysis performed according ND / Anaaus nposeaen mo HJI: TI NO11252/01-160123

4 |Disintegration / 08 min 19 sec/ 08 muH 19 cek
Pacrniagaemocts

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /

Not less than 70% (Q) of CisH;30

PofcTBeHHbIE pUMECH
Method 1/ Meton 1

0.03%
Method 2 / MeTop 2

0.03%

PaCTBopeH”e (IbuprOfen) after 30 min /
99 % tO 102% He MCHEEC 70 % (Q) C13H1302
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
99% to 102% He wMenee 70 % {(Q) CsHoNO»
(napaueramon) yepes 30 MuH
6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity)

- not more than 0.005 % /
4-amuHOGbeHON (MpUMECh apaleTamMmona)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jiobas €AUHUYHas NpUMeECh
(ubynpodeHa WK napaneramojia) - He
oonee 0,3 %

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

CymmMa npumeceit (Meton 1 + Meton 2)
- He 6onee 0,7 %

Remarks : The Product conforms to ND/
Ilpumeuanmne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akawuenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroronnelio: E—avesh ITpobeperio: Pardeep Kumar Opnobpero: Menemicep / Pyrosoaurent
Rana ¢ Ci" Amit Kumar P

Reprint Date: Reprint Date: Reprint Date: {

Jara: 15.06.2023 Harta: 15.06.2023 Jata: 15.06.2023

Registerad Office: 8-2-337, Rcad No. 2, Banjara Hills, Hyderakad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Qe 1. Recidy's Laboratorizs Lig

Dr' Reddy’s ‘-.. f/ic;;j‘il’jl:‘o:?.tl'i\loaii‘!a::ri‘:lfoafl, Hadel

oli)
Distt. Soian, 5.7, 173 205, 20DiA
56 5600102

rieddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page3 of 6/ CTp.3 36

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
(M6yknuu®, Ta6/1eTKH, NOKPBITHIE [IIEHOYHOH 000.,101K0H, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301044 Batch Quantity / O6bem naptuu : 767.700 Kg
Analytical Report No / AHaanTH4Yeckuii oTyer No : Date of Analysis / JlaTa ananuza: 15.06.2023
040001900231

Date of Manufacture / lara npousBoacTsa : May-2023 |Date of Expiry / Cpokx rogsocru : Apr-2028

Analysis performed according ND / Auanus nposenen mo HJI: 1T N011252/01-160123

9 |Water/Boaa 1.4 % Not more than 5.0 % /
He Goxee 5,0 %
10 |Uniformity of dosage
units /
OnHOPOJAHOCTh Acceptance value (AV) should be not
JIO3UPOBAHNUS 1.5 more than 15.0 /
- Ibuprofen /ubynpoden [Tokazatens npuemnemMocTH (AV) noimxeH
ObIThL He Oonee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaueTamos more than 15.0 /
ITokazatens npuemneMocty (AV) nomxkeH
|6BITH He Gonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykt cootsetcTByeT TpeGosanusam HJ | 3akmoyenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: iravesh [IpoBepeno: Pardeep Kumar Onobpeno: Meneguep / PykoBoautens
Rana P . Amit Kumar A
Reprint Date: Reprint Date: Reprint Date: \
Hata: 15.06.2023 Hara: 15.06.2023 Jara: 15.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIMN3A

Page 4 of 6/ C1p.4 n3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKH, MOKPLITHIE NIeHOYHOH 060/104K0it, 400 Mr + 325 Mr
Batch No / Cepusi Ne : V2301044 Batch Quantity / O6bem maptTuu : 767.700 Kg
Analytical Report No / AnannTnyeckuii otuer Ne : Date of Analysis / JlaTa anaiauza: 15.06.2023
040001900231
Date of Manufacture / Jlara npoussoacTsa : May-2023 |Date of Expiry / Cpok rognocty : Apr-2028
Analysis performed according ND / Ananns nposeaes mo H/I: TIN011252/01-160123
11 |Microbiological purity /
Mukpobuonorudeckas
yucTtoTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6osiee 1000 KOE/r
Obwee uyncio
a’pOOHBIX
MHKPOOPTaHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obiuee yucno
JPOXOIKEBBIX U
[JIECHEBBIX rpuboB
c) E. coli NA Shall be absent in 1g / OTCyTCcTBUE B
lr
12 |Assay/ From 360.0 to 440.0 mg of C;3HisO:2
KonunuectBeHHOE (Touprofen) per tablet /
ornpeneseHue Ot 360,0 mr mo 440,0 mMr Ci;3sHisOo
398.4 mg/398.4 mr (ubymnpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO:
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHyoNO:
327.18 mg/327.18 mr (mapareramout) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [ponykt cootsercTByeT TpeboBarusam HJ | 3axmouenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo:, Pravesh | I[Iposepeno: Pardeep Kumar Onobpeno: Menegkep / Pykosoaurenb
Rana b (- Amit Kumar i
Reprint Date: Reprint Date: Reprint Date: T
Tlara: 15.06.2023 Jlata: 15.06.2023 Jlata: 15.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6yxkaun®, TabsieTKH, MOKPbLIThIE MJ1eHOYHOIi 06004K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301044

Batch Quantity / O6bem naprtum : 767.700 Kg

040001900231

Analytical Report No / AHanuTH4eckuii oTyer Ne :

Date of Analysis / [lara ananu3za: 15.06.2023

Date of Manufacture / /laTta npousBoacTsa : May-2023

Date of Expiry / Cpok rogHoctu : Apr-2028

Analysis performed according ND / Anann3 nposeaed no HJI: [1N011252/01-160123

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nncrep. Ilo 1
O6nucTepy B MNadky KapTOHHYIO
BMECTE C  HHCTpyKUHEH  no
PHMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnetox B TIBX/Al
6aucrep. Ilo 1, 2 unu 20 6nmcrepos B
nauky KapTOHHYIO BMeECTe c
UHCTPYKLMEH NO MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Ipu Temnepatype He Bpile 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TOIHOCTH

* 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
BBIYCKe NMEPUOAMUECKU: IS Kok 20-0l cepuu win He MeHee 1 pasa B rof. IlokazaTens MOXET ObITh
He BKJIIOYEH B CEPTH(UKAT aHamM3a GUpMBbI

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTByeT TpebopaHusM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jata: 15.06.2023

JlaTa: 15.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: f?ravesh ITposepeno: Pardeep Kumar Onobpeno: Mengmxkep / PykoBoauTensb
Rana “f Amit Kumar ?g\-'—'~\j.-

Reprint Date: Reprint Date: Reprint Date: ! -

Hara: 15.06.2023

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
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CERTIFICATE OF ANALYSIS

CEPTUP®HUKAT AHAJIU3A

Page 6 of 6 / CTp. 6 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykanu®, TabaerKu, NOKPLITHIE IEHOYHOH 060J10uK0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301044

Batch Quantity / O6bem naptuu : 767.700 Kg

040001900231

Analytical Report No / AHaanTudeckuii oryer No :

Date of Analysis / /laTta ananu3za: 15.06.2023

Date of Manufacture / Jlata npon3goacTea : May-2023

Date of Expiry / Cpok rogaoctu : Apr-2028

| Analysis performed according ND / Anasns nposeaen no HJL: I[1N011252/01-160123

API name (INN) /

npouspogutes I'JId:

Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number /

Howmep cepuun npoussoautesnst ADC: PIBM230097 5041/22-23

FP Manufacturer API Batch number /

Howmep cepun cyGeTaHIHM FEQA00182 FEQA00167

API Manufactured by & country/
Ipoussogurtens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3kTuB
®apma Caiiencus Jlumuren, Unaus

Sri Krishna Pharmaceuticals Ltd.,
India / lUpu Kpumna
Mapmacsiorikanc JIta., Huans

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr coorBeTrcTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akuawuyenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh | I[lpoeepeno: Pardeep Kumar Onobpeno: Menegep / PykoBoauTens
Rana P ' Amit Kumar s
Reprint Date: Reprint Date: Reprint Date: o

Hara: 15.06.2023 Jlara: 15.06.2023 Hata: 15.06.2023

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




