@e
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDJA
Tol:+91 93166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIN3A

Page 10f 6/ Ctp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknun®, TabeTKH, MOKPLITHIE IJIEHOYHOH 060104K0it, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2302499

Batch Quantity / O6bem mapruu : 765.63Kg

040002336228

Analytical Report No / AHanuTH4ecKHH oT4eT Ne :

Date of Analysis / /lata ananusa: 21.12.2023

Date of Manufacture / /lata npoussoacTsa : 11/2023

Date of Expiry / Cpoxk rognocru : 10/2028

Analysis performed according ND / Anaaus nposezen no HJI: [T N011252/01-160123

No

Test / Iloka3zaTeanb

Results/ PesyabTaThl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerku
KaIcyMOBHAHOH (OPMBL, MOKPBITHIE
TUIEHOYHOH 060JI0YKOH OpaHKEBOro
L[BETA, C PUCKOH Ha OJHON CTOPOHE;
Ha T[IONEpPEeYHOM paspese — SApo
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KarCyJOBHAHOM  (GOpMBI,  TIOKPBITLIE
IJICHOYHOM  ODOJIOUKOM  OpamkeBoro

L[BETa, C PUCKOW Ha OJHOH CTOpOHE; Ha
MONEePEUHOM paspe3e — AApo Oesoro wiu
MOYTH OeJioro LBeTa.

2 |Identification /
IMopnuHHOCTH

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks on
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) /

BpeMmeHa ynep>XuBaHUSI OCHOBHEIX THKOB

Ha Xpomarorpamme HCTIBITYEMOTO
pacTBOpa  HOJDKHBI  COOTBETCTBOBATh
BpeMEHaM  YAEpXHMBaHHS IIMKOB  Ha

XpoMarorpaMMme pacTBopa CTaHIApTHBIX
obpasoB ubynpodeHa U NaparneraMmosna

IIpumeuanue: ITpoaykT cooTBEeTCTBYET TpeboBaHusiM H/{

(paznen «KonuuecTBeHHOE
ONpeeNeHUEN)
3 |Average tablets weight 969.5 mg/ 969.5 mr From 9409 mg to 999.1 mg
Cpennss macca (970.0 mg = 3.0 %) /
TabieTok Or 9409 wmr gmo 9991 Mr
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: QJJOBPEHO

Hara: 21.12.2023

Hara: 21.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
ITogrorosneHo: A [Iposepeno: Rama kant Ono6peno: Menepgkep / PykoBoaurens
Ankit /A/ " Abhishek Chauhaj&\

o \
Reprint Date:. Reprint Date: Reprint Date:

Jata: 21.12.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +61 40 4900 2999, Email: mail@drreddys.com

CING I SETGRAPT1GR4APY CNNAROT
wawvw.direddys.com
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Dr. Reddy’'s l.aboratories Lid.
Formulation Unit-6

Vill. hol, Matagarh Road, Baddli,
Distt. Sclan, H.R, 173 205, INDIA
Tol 491 631656 56001-02

CERTIFICATE OF ANALYSIS v/ drredcys.com
CEPTU®UKAT AHAJIA3A

Page2 of 6/ CTp.2 136

Product: Ibuclin, film-coated tablets, 400

mg + 325 mg

MNoykaun®, Ta61eTKH, IOKPHIThIE MJ1IeHO4YHOH 00004K0i, 400 mr + 325 mr

Batch No / Cepnst Ne : V2302499

Batch Quantity / O6bem maptuu : 765.63Kg

Analytical Report No / AnannTH4eckuii oryer Ne : Date of Analysis / [lata anaau3a: 21.12.2023

040002336228

Date of Manufacture / lata npousBojacrsa :

11/2023  |Date of Expiry / Cpok rogaocty : 10/2028

Analysis performed according ND / Auayiu3

nposener no HJ{: TIN011252/01-160123

4 |Disintegration / 06 min 15 sec/ 06 muH 15 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 muH

5 |Dissolution / 99% To 101 % Not less than 70% (Q) of C3His0,
PaCTBOpeHHe (Ibuprofen) after 30 min /

99

He wMenee 70 % (Q) CiHis0;
(nbynpoden) uepes 30 MUH

% to 102 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He wmenmee 70 % (Q) GCsHoNO;
(napaueramour) yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanue: [IponykT cooTsercTBYeT Tpebosanusm HJI | Jakmouenue: OJJOLITIIO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarororneHo: 7 [IpoBepeno: Rama kant Ono6peno: Menentkep / PykoBoaurens
Ankit /A/ Abhishek Chauhan
., i N
Reprint Date:. Reprint Date: Reprint Date:
Mara: 21.12.2023 Hara: 21.12.2023 Jara: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, feiangana, India

Tel +21 40 4900 2900, Fax:
CIN:

29140 4900 2999, Email: mail@direddys.com
S5 1954P1584PILCN04507
wowvw.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. hol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tl +01 85166 56061-62

CERTIFICATE OF ANALYSIS /" dreddys.com
CEPTHOUKAT AHAJIA3A

Page3 of 6/ Ctp.3 u3 6

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

HNoyxanu®, TabJeTKH, NOKPHITHIE IJIeHOYHO# 06010uK0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302499 Batch Quantity / O6bem napTuu : 765.63Kg

040002336228

Analytical Report No / AHannTH4ecKHii oT4yeT Ne : Date of Analysis / lata anaausa: 21.12.2023

Date of Manufacture / lata npousBoactsa : 11/2023 | Date of Expiry / Cpox rongsocTH : 10/2028

Analysis performed according ND / Ananns nposenen no H/I: I1 N011252/01-160123

6 |Related substances / :
Poncreennblie npumecu 0.0002%
Method 1/ Merton 1

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amuHoGeHon (MpUMech NapaleTamolia)
- He Gonee 0,005 %

IIpumeuanue: [Tpoayxr coorBercTByeT TpeGopanusam HJ[ | 3akmodenne: ONOBPEHO

Method 2 / Merop 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAS pHUMeCh
(ubynpodena wiu mapaleraMmosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Metog 2)
- He 6onee 0,7 %
9 [Water/ Bozna 1.5% Not more than 5.0 % /
He 6omee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrorosneHo: [IpoBepeHo: Rama kant Ono6peno: Menemxep / Pykosoaurens
Ankit /\/ &“W} Abhishek Chauhan { \

Reprint Date:. Reprint Date: | Reprint Date: )

Hata: 21.12.2023 Hara: 21.12.2023 Hara: 21.12.2023

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 240 4900 2900, Fax: +91 40 4900 2299, Email: mait@drreddys.com
CIN: L3S 195AP1984PLCCN4A507
www drreddys.com
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CERTIFICATE OF ANALYSIS

Di. Reddv's Laboratories Ltd.
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02
wyww.diredays.com

CEPTUDUKAT AHAJIU3A

Page40f6/Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, Tab/IeTKH, MOKPHITHIE MJ1eHOYHOH 000.104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302499

Batch Quantity / O6nem maprun : 765.63Kg

Analytical Report No / AHaauTu4yecknii oTyer Ne :
040002336228

Date of Analysis / /lata ananu3a: 21.12.2023

Date of Manufacture / /laTta npousBoactsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Ananu3 nposenen no H/: [1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTD Acceptance value (AV) should be not

JIO3MPOBAHUS 1.3 more than 15.0 /

- Ibuprofen /ubynpoden IMokazarens npHeMaeMocTd (AV) nomxeH
ObITH He Oostee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be not

napaneTamot more than 15.0 /
ITokazarens npuemaeMocty (AV) 1omkeH
ObITH He Oonee 15,0

11 |Microbiological purity /

Muxpobuonorudeckast

yuctoTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61ee yucno

aspobHBIX

MHKpPOOPTraHH3MOB

b) Total combined Not more than 100 CFU/g /

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1iee YyUcio

JIPOXOKEBBIX U

IIECHEBBIX IPUOOB

c) E. coli NA Shall be absent in 1g / OtcyTcTBHE B
1r

Remarks : The

IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Product conforms to ND/

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: [Tposepeno: Rama kan Opobpeno: Meneniep / Pykosoaureb
Ankit ﬁ/ W Abhishek ChauhanL

7 )
Reprint Date:. Reprint Date: ' Reprint Date:
Hata: 21.12.2023 Hata: 21.12.2023 Jara: 21.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, tndia
Tel: +91 40 4900 2900, Fax: +91 40 41900 2999, Email: maii@drreddys.com
CIN: L35195AP1984PLCO04507
wway direddys.com




Dr.Reddy’s ‘,’.

Dr. Reddy's Lahoratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.. 173 205, INDIA
Tel : 91 93165 56001-02

CERTIFICATE OF ANALYSIS /wvdireddys.com
CEPTU®UKAT AHAJIA3A

Page50f6/Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, Ta6eTKH, IOKPbIThIE IUIEeHOYHOH 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepnsi Ne : V2302499 Batch Quantity / O6bem mapruu : 765.63Kg
Analytical Report No / AHanuTH4YeckHii oTyer Ne : Date of Analysis / JlaTa ananusa: 21.12.2023
040002336228

Date of Manufacture / lata npousBoacrsa : 11/2023  |Date of Expiry / Cpok rogsoct : 10/2028

Analysis performed according ND / Ananns nposened mo HJI: ITN011252/01-160123

12 |Assay/
KonunuectBeHHOE
omnpeseneHue

396.8 mg/396.8 Mmr

322.11 mg/322.11 mr

From 360.0 to 440.0 mg of Ci3H 30,
(Ibuprofen) per tablet /

Or 360,0 mMr gmo 440,0 mr C;3His0;
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mr po 357,5 mr CgHoNO,
(napaueramosn) B TabneTke

13 | Package / Ynako

BKa 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
Omctepy B Mayky KapTOHHYIO
BMECTE C  HWHCTpPYKIMEH IO
PUMEHEHHUIO,

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
onuctep. Ilo 1, 2 wnu 20 6nmcTepoB B
ayKky KapTOHHYO BMeECTe c
HHCTPYKIMEHR [0 NMPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cooterctBun ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu TeMmneparype He Bblle 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
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. / [IpoBoguTcss TpoU3BOAUTENEM NPU
BBIMYCKE MEPHOJUYECKHU: A Kakaod 20-oi cepuu unu He meHee 1 pasa B roj. [lokazaresns MOXKET OBITH
He BKJIIOYEH B CepTH(UKAT aHaNNu3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorBercTByet TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Ankit

[loarorosieHo: D [TpoBepeno: Rama kant

Checked by /

Approved by: Manager/Executive/

Onob6peno: Meneaxep / PykoBoaurens
Abhishek ChauhaflL\

Reprint Date:.
Hata: 21.12.2023

Reprint Date:
Hara: 21.12.2023

Reprint Date: )
JlaTa: 21.12.2023

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

Cii: LS5195AP1981PLCO0ARNY
wwiv.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories itd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHOUKAT AHAJIM3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabjieTKH, NOKPbIThIE I1eHOYHO# 000J104Kk0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302499

Batch Quantity / O6bem naptuu : 765.63Kg

040002336228

Analytical Report No / Anannruyeckuii oryer Ne :

Date of Analysis / laTa ananausa: 21.12.2023

Date of Manufacture / lata npousBogcrsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Anann3 nposeaen mo HJI: I1 N011252/01-160123

API name (INN) /
Haumenopanue A©C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

HoMmep cepHH NpOH3BOAHTEISI
ADC:

API manufacturer batch number /

PIBM230372

0834/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaniuu
npousBoautesi I'JID:

FEQA00480

FEQA00565

poussoaurenr ADC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DKTHB
®apma Caitencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ulpu Kpumna
®apmacerotukac JIta., Uaaus

Remarks : The Product conforms to ND/
Ipumeyanue: TIpoaykT coorsercTByeT TpedopaHusm H/I

Opinion : APPROVED
3axiawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarororneHo: ITpoBepeno: Rama kant Onobpeno: Menemisep / PykoBoaurens
Ankit ﬂ Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: p

Hata: 21.12.2023 Hata: 21.12.2023 Jarta: 21.12.2023

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




