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Dr. Reddy's Labcrateries Ltd
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
CEPTU®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabJeTKH, NOKPLITHIE MJIeHOYHOH 0005104K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400281

Batch Quantity / O6bem maptuu : 770.9 Kg

040002450098

Analytical Report No / AHainTH4Yeckuii oTuer Ne :

Date of Analysis / laTa ananuza: 22.03.2024

Date of Manufacture / lata npousBoacrsa : 02/2024

Date of Expiry / Cpok roanocts : 01/2029

Analysis performed according ND / Anann3 nposeaen mo HJ/I: [T N011252/01-160123

Ne Test / ITokazarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Descriptior/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TabneTku
KarncynoBUHOH (OPMBI, MOKPHITHIE
[UIEHOYHOH 0OO0JNQUKOM OpaHKEeBOro
I[BeTa, C PUCKOH Ha OJIHOH CTOPOHE;
Ha T[ONEepPeYHOM paspese — sApo
6enoro 1seTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyjgoBHAHOH  (GOPMBI,  HOKPBITHIE
IUIEHOYHOM  0OONOYKOH  OpaHXeBOro
BeTa, ¢ PUCKO Ha OJHOH CTOpOHE; Ha
[IOTIEPEYHOM paspese — sapo OeNoro Wim
MOYyTH OeJoro LBETA.

2 |Identification /
IoanuHHOCTH

Complies as prescribed/
Co0TBETCTBYET

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) /

BpemeHa yaepxuBaHMS OCHOBHBIX ITHKOB

Ha XpoMmarorpaMmme UCIBITYEMOTO
pacTBopa  JIOIDKHBEI  COOTBETCTBOBATh
BpeMeHaM  yJep)KHBaHHS [HKOB  Ha

XpoMaTorpaMMe pacTBOpa CTaHJApPTHBIX
obpasnoB ubynpodena u mnapaneramorna

(pasnen «Konmu4yecTseHHOE
OIpeieIEHUE»)
3 |Average tablets weight 968.7 mg/ 968.7 mr From 9409 mg to 9991 mg
Cpenusst Macca (970.0 mg £ 3.0 %) /
TabneToK Oor 9409 wmr g0 9991 MT

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OZOBPEHO

Jata: 22.03.2024

Harta: .22.03.2024 -

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneno: S sh | [Tposepeno: Pardeep Kumar Ono6peHo: Menemkep / Pykopoayrens
Kumar Maurya : c,] e Manoj Kumar }&uj‘
Reprint Date:. Reprint Date: Reprint Date:

JHara: 22.03.2024

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

CIN: L35195AP1984PLCO04507
wyy.drreddys.com
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6yxanu®, TaG1eTKH, NOKPLIThIE ILIEHOYHOI 060104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne

: V2400281

Batch Quantity / O6bem maprun : 770.9 Kg

040002450098

Analytical Report No / AHanuTr4yecknii oTuer No :

Date of Analysis / [lata ananusa: 22.03.2024

Date of Manufacture / Ilata npoussoactsa : 02/2024

Date of Expiry / Cpok roguoctu : 01/2029

Analysis performed according ND / Ananu3 nposexen mo HJI: I1 N011252/01-160123

Pacteopenue

99 % to 101 %

4 |Disintegration / 07 min 15 sec/ 07 muu 15 cex  |Not more than 30 min /
PacnagaemocTb He 60nee 30 Muu
5 |Dissolution / 99% To 100 % Not less than 70% (Q) of CuiHi30,

(Ibuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMmenee 70 % (Q)
(napaneramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykTt cooTBeTcTBYET TpeboBaHHIM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /

Kumar Maurya

ITonroroBieHo: San

Checked by /

h | [Ipoepeno: Pardeep Kumar

-— e =

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykoBogureb
Manoj Kumar & &!!! E

Reprint Date:.
Hara: 22.03.2024

Reprint Date:
Hata: .22.03.2024 -

Reprint Date:
JHara: 22.03.2024

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:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com
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Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS “Www.drreddys.com
CEPTHOUKAT AHAJIHA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykanu®, TabNeTKH, NOKPbIThIE MJIEHOYHOI 000104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2400281 Batch Quantity / O6bem napruu : 770.9 Kg
Analytical Report No / AnanuTn4yeckuit oTuer Ne : Date of Analysis / JlaTa ananuza: 22.03.2024
040002450098

Date of Manufacture / Jlata nponssoacrsa : 02/2024  [Date of Expiry / Cpok roanocrs : 01/2029

Analysis performed according ND / Ananus npoeenen mo HJ{: 1 N011252/01-160123

6 |Related substances /
PoncTBeHHbBIE TPpUMECH
Method 1/ Meron 1

Method 2 / Metopn 2

. 4-aminophenol (paracetamol impurity)
0.001% - not more than 0.005 % /

4-amuHOMheHON (MPUMECh NapaleTaMmoia)
- He 6oee 0,005 %

0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas €MHUYHAs npUMech
(ubynpodeHa wiIH mapaneramona) - He
Gosee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceii (Metoa 1 + Meton 2)
- He Bonee 0,7 %

9 |Water/Bopga

1.4% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cootBeTcTBYeT Tpebopanusam HJ[ | 3akmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
ITogrorosneno: Saptosh | Ilposepeno: Pardeep Kumar Opno6peno: Menemxep / PykoBoguTeib
Kumar Maurya 2= ol Manoj Kumar Qi ;&!&i
Reprint Date:. Reprint Date: Reprint Date:

Hara: 22.03.2024 Iara: .22.03.2024 Hara: 22.03.2024

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: LR5195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Labocratories Lid

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
CEPTUGHUKAT AHAJIA3A

Page4 of 6 / CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, TabjIeTKH, MOKPLITHIE IIeHOYHOH 060,104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2400281

Batch Quantity / O6bem naprum : 770.9 Kg

040002450098

Analytical Report No / AHaguTH4yeckuii oTyer Ne :

Date of Analysis / JlaTta ananu3za: 22.03.2024

Date of Manufacture / JJata npoussoacrsa : 02/2024

Date of Expiry / Cpox rogsoctn : 01/2029

Analysis performed according ND / Anamms nposegen o H/I: I1 N011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /

OOHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHHUS 1.6 more than 15.0 /

- Ibuprofen /ubynpoden IMoxazarens npuemnemoct (AV) nomkeH
ObITh He bonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaneTamor more than 15.0 /
IToxazarens npuemaeMoct (AV) fomkeH
65ITh HE Oostee 15,0

11 |Microbiological purity /

Mukpobuosornaeckas

qucToTa® NA

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

microbial count / He 6onee 1000 KOE/r

Ob6wiee ducno

a3pOOHBIX

MHUKPOOPTraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucno

JIPOMOKEBBIX U

IIECHEBBIX IpHbOB NA

Shall be absent in lg / OrtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumedanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh
Kumar Maurya

Checked by /

ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Opo6peno: Menemkep / Pykoroaureis
Manoj Kumar ii_;ﬂ ;l!éi _

Reprint Date:.
Hara: 22.03.2024

Reprint Date:

Jata: .22.03.2024

Reprint Date:
Hata: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Labcratories Ltd

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabaeTKH, NIOKPBITHIE IIeHOYHOH 0601049Kk0M, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400281 Batch Quantity / O6bem napruu : 770.9 Kg
Analytical Report No / Ananmurudeckuii otuer Ne : Date of Analysis / JlaTa ananu3za: 22.03.2024
040002450098
Date of Manufacture / Jlata npousBoacrsa : 02/2024  |Date of Expiry / Cpok rogaocts : 01/2029
Analysis performed according ND / Anaan3s nposeaen no HJ/I: I1N011252/01-160123
12 |Assay/ 401.8 mg/401.8 Mmr From 360.0 to 440.0 mg of Cj;3sHis0;
KonudecTBeHHOE (Tbuprofen) per tablet /
olpeRencHne Ot 360,0 mr go 440,0 mr C;3H;50;
(ubynpodeH) B TabneTke
325.43 mg/ 325.43 mMr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr no 357,5 mr CsHoNO;
(napaueramou) 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. / Ilo 10 |in a carton. / Ilo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6auctep. [To 1 |6auctep. Tlo 1, 2 unu 20 OaucrepoB B
bnucTepy B MAyKy KApTOHHYIO |MadKy KapTOHHYIO BMECTE c
BMeCTE C  HWHCTpYKUHel MO |MHCTPYKLHEH MO IPHMEHEHHIO.
MIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctuu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ipu Temnepatype He Bbilie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOJHOCTH

* 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. / IIpoBoANTCSI IPOU3BOAMUTENEM TPH
BBIITYCKE MEePHOANYECKH: Ui Kaxaoi 20-o ceprn min He MeHee 1 paza B roj. Ilokazarens MoxeT OBITh
HE BKJIIOUCH B CEepTU(HKAT aHANIN32 GHUPMEI

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cootBercTBYeT Tpebobanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoxaroroBieHo: Santq;
Kumar Maurya

F | i

Checked by /
[TpoBepeHo: PardE_ep Kumar

o

Approved by: Manager/Executive/

Onobpeno: Menemkep / Pykopaurens
Manoj Kumar m

Reprint Date:.
Hata: 22.03.2024

Reprint Date:
Hara: .22.03.2024 -

Reprint Date:
Jata: 22.03.2024

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: L85195AP1984PLCO0O4507
www.drreddys.com




Qe
Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tet : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDUKAT AHAJIU3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkaun®, TabiieTKH, IOKPLITHIE MJIeH04HOiH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400281

Batch Quantity / O6bem mapruu : 770.9 Kg

040002450098

Analytical Report No / AnanuTnyecknii oryer No :

Date of Analysis / JlaTa ananuza: 22.03.2024

Date of Manufacture / JlaTa npousBoactsa : 02/2024

Date of Expiry / Cpox rogaoctu : 01/2029

Analysis performed according ND / Ananun3 nposesen nmo HJI: ITN011252/01-160123

API name (INN) /
Haumenopanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [1apauetamon

API manufacturer batch number /
Homep cepun npou3zBoauTesis
ADC:

PIBM230457

4593/23-24

FP Manufacturer API Batch
number /

Howmep cepun cy6cTaHIuN
npouspoautessa I'JID:

FEQAO00657

FERA00002

API Manufactured by & country/
IlpomsBogurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitedcus Jlumuren,
Hunus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumna
dapmacerotakaic JIta., Haaus

Remarks : The Product conforms to ND/
Ipumeuanue: Ipoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykoBoaHTe b
Manoj Kumar @ Zﬂﬁf

Prepared by / Checked by /

[Toarotorneno: Sarj&sk [IpoBepeno: Pardeep Kumar

Kumar Maurya s =

Reprint Date:. Reprint Date: Reprint Date:
Hara: 22.03.2024 Iara: .22.03.2024 Jara: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLCOD4507
www.drreddys.com




