Dr.Reddy’s ":

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Page 1 of S/ Cxp. 1 u35

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnuu®, TabieTkH, NOKPHITHIE IJ1eHOYHOI 000.104K0it, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400674

Batch Quantity / O6bem nmapruu : 759.35 Kg

040002505519

Analytical Report No / AHanuTHYeckuii oTueT No :

Date of Analysis / [laTa anainsa: 29.04.2024

Date of Manufacture / lata npousBoacrsa : 04/2024

Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Auann3 npoeenen o HJ{: [T N011252/01-160123

rﬁz Test / ITokazaTean

Results/ Pe3ynsTaTsl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaICyJIOBUIHOM (DOPMBI, TMOKPBITHIE
IUIEHOYHOH 000J10YKOl OpaHXKeBOro
LBETa, C PUCKOH Ha OJJHOM CTOPOHE;
Ha TIONEpEeYHOM paspese — SApo
6esoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabicTku
KancyJaoBUAHOW  (OpPMBI,  MOKPBITHiE
MJIEHOYHOR  0OO0JIOUKOH  OpaHKEBOTo
1/BE€Ta, C PUCKOM Ha OZHOH CTOpOHE; Ha
HOMEepeuHOM paspese — spo Oenoro uiu
noyTu 6enoro UBeTa.

2 |Identification /
ITognuuHOCTE

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) /

BpeMeHa ynepXXuBaHUS OCHOBHBIX IHKOB

Ha XpoMarorpamme HCIIBITYEMOTO
pacTBopa  JOJKHBI ~ COOTBETCTBOBATH
BpeMEHaM  YJep)KMBaHHUSA T[HKOB  Ha

XpOMAaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpaznoB ubynpodeHa W mapayeramona

IIpumeuanue: IlpoaykT coorBeTcTBYET TpeboBaHusaM HJJ

3axmouenne: OJOBPEHO

(pazzen «KonuyecTBeHHOE
OTIpe/IEIIEHUEY)
3 |Average tablets weight 966.8 mg/ 966.8 mMr From 9409 mg to 9991 mg
Cpennsist Mmacca (970.0 mg £+ 3.0 %) /
TabJeToK Or 940,9 wMr gmo 9991 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
[Togrorosaeno: Santosh

Kumar Maurya (14

Checked by /
IIpoBepeno: Pardeep Kumar

.-

—

Approved by: Manager/Executive
/Onobpeno: Menemxep /

Pyxosoautens Manoj Kumar@&&

Reprint Date:
IlaTa: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Reprint Date:
JHata: 29.04.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,’:‘;

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Page2 of S/Ctp.2 M35

ﬁoduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykanu®, TablieTKH, OKPbITHIE NIeHOYHOI 0601049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400674

Batch Quantity / O6bem naptum : 759.35 Kg

040002505519

Aunalytical Report No / AHajiuTHYecKkHi oTyeT Ne :

Date of Analysis / [laTa ananu3a: 29.04.2024

Date of Manufacture / /lata nponssoacrsa : 04/2024

Date of Expiry / Cpok roguocts : 03/2029

Analysis performed according ND / Anaan3 nposeagen no H/: [1N011252/01-160123

4 |Disintegration /
PacnagaemMocTh

08 min 11 sec/ 08 muH 11 cex

Not more than 30 min /
He Gonee 30 MuH

5 |Dissolution /
PactBopeHue

98 % To 106 %

99 % to 104 %

Not less than 70% (Q) of CiHizO»
(Ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3HisOr
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHyNO,

(Paracetamol) after 30 min /
He wmenwee 70 % (Q)
(napaneramon) uepes 30 MuH

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

Hpumeyanue: [Ipoaykrt coorBercTByeT TpeboBanusam HJ|

PoxcteeHHbie npuMecu - not more than 0.005 % /
Method 1/ Meton 1 4-amunHodeHon (MpUMeCh naparneTamoa)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Metog 2 0.04 % JTrobas eAUHUYHAS MIPUMECH
(ubympodena wnu mnapaneramona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.07% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Meton 2)
- "e 6onee 0,7 %
9 |Water/Bopna 1.7% Not more than 5.0 % /
He 6osiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenune: OJOBPEHO

Prepared by /
[ToaroromieHo: Santosh
Kumar Maurya \

Checked by /
[Tpoeepeno: Pardeep Kumar

4

Approved by: Manager/Executive

/OnobpeHo: MeHnemxep / w

PykoBoautens Manoj Kumar

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Harta: 29.04.2024

Reprint Date:
Jlata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s 1‘:°

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A Page3 of 5/Ctp.3 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanH®, TaGJeTKH, NOKPLIThIE IVIEHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400674 Batch Quantity / O6wbem naptun : 759.35 Kg
Analytical Report No / Anamuruyeckuii oTyer Ne : Date of Analysis / [laTa ananmusa: 29.04.2024
040002505519

Date of Manufacture / JlaTta npousBoacrsa : 04/2024 Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Ananu3 nposeaen mo HJI: [T N011252/01-160123

10 |Uniformity of dosage
units /

OxHOPOTHOCTD
JO3HPOBaHUA

- Ibuprofen /ubynpoden

- Paracetamol/
napawleTamolt

Acceptance value (AV) should be not

1.3 more than 15.0 /

[Tokazarens npuemneMocTy (AV) nomkeH
ObITh He Gonee 15,0

1.4 Acceptance value (AV) should be not
more than 15.0 /

IMokazarens npuemnemoct (AV) nomxeH
OBITH He 6osiee 15,0

11 |Microbiological purity /
Miukpobuonoruyeckas
yuctora*

a) Total aerobic
microbial count /
O61iee yucio

NA Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

a’pOOHBIX
MHKPOOPraHH3MOB
NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1Lee uucio

JPOXOKEBBIX U

IJIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in lg / OtcyrcTBHE B

Ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [ponykr cootercTBYeT TpeboBanusam HI | 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoaroroeneno: Santosh | Ilpoepeno: Pardeep Kumar /Ono6peHo: Menenxep /
Kumar Maurya I PykoBoautens Manoj Kumar @&V‘
Reprint Date: Reprint Date: Reprint Date:
Hata: 29.04.2024 Hara: 29.04.2024 Hara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.ccm

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q.':‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A Page4 of 5/ Crp.4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabaeTKH, IOKPbIThIE MJ1eHOYHO 000a049K0i, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400674 Batch Quantity / O6bem napruu : 759.35 Kg
Analytical Report No / AHasiuTHYeckuii oTdeT Ne : Date of Analysis / laTa ananau3a: 29.04.2024
040002505519
Date of Manufacture / lata npouzsoacrea : 04/2024 Date of Expiry / Cpok rogaoctu : 03/2029
Analysis performed according ND / Anaqau3 nposeaen mo HJI: I N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;50,
KonuuecTBenHoe (Tbuprofen) per tablet /
oTipelieNIeHIe 394.7 mg/394.7 mr Ot 360,0 mr go 440,0 mr C;3H;0;
(ubynpodcn) B Tabnetke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
323.74 mg /323.74 mr Ot 292,5 mr nmo 357,5 mr CsHoNO,
(nmapaueramoi) B TabyieTKe
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 leaflct
leaflet in a carton. / Ilo 10 |in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. I[To 1 |6nuctep. ITo 1, 2 wiu 20 6auctepoB B
6micrepy B NayKy KapTOHHYK |Mauky KapTOHHYIO BMECTE c
BMECTE C  HMHCTpPYKLUHEH 1O |MHCTPYKLHEH MO0 MPUMEHEHHIO.
TIPUMEHEHMIO.
14 | Labeling / Mapkupoka| According to ND. / B cooteTcTBMU ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype e Bble 25 °C.
16 | Shelf life / Cpox S years / 5 net
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. / [IpoBOAHTCS NPOU3BOAUTENEM NPH
BBIYCKE NEPHOAMYECKHM: I Kol 20-05f cepuu uiu He MeHee 1 paza B roj. [lokaszarenb MOXKET ObITh
He BKJIIOYEH B cepTH(UKAT aHann3a GUPMEI

Remarks : The Product conforms to ND/
ITpumeuanme: [IpoaykT cooTBeTcTBYeT TpeboBanusM HJT

Opinion : APPROVED
3axuwouenue: OJIOBPEHO

Prepared by /
[Toarorosneno: S
Kumar Maurya

antgsh

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoautens Manoj Kumar

bl

Reprint Date:
Hara: 29.04.2024

P.eprint Date:

Hara: 29.04.2024

Roprint Dato:
Hara: 29.04.2024

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

CIN: LB5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

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

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

PageSof S/ Crp.5u3 s

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknnu®, Tab1eTKH, NOKPLITHIE NIEHOYHOH 000104K0ii, 400 Mr + 3235 mr

Batch No / Cepus Ne : V2400674

Batch Quantity / O0bem napTuu : 759.35 Kg

040002505519

Analytical Report No / Apamuradyeckuii oryer Ne :

Date of Analysis / /lata anannsa: 29.04.2024

Date of Manufacture / lata npoussoactsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Ananus nposeaen no HJI: [1N011252/01-160123

API name (INN) /

Haumenosanme AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapameramon
API manufacturer batch number / PIBM230464 1208/23-24

Howmep cepuu npousBoautesist ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIHM FERAQ0050 FERA00158

npoussoanTens I'JID:

API Manufacty

ured by & country /
IIpouszBoguTesib

ADC,

Solara Active Pharma Sciences
d, India / Co

T imite 71
1AI0WC0, 1lila /7 VUL

Caiiencus Jlumurten, Uunus

ana Nxrusn O,

a JKTHB %
1

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpumnua
®apmacsrotukanc Jita., Uaaus

apMa

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmarouenne: OJJOBPEHO

Prepared by /
[Moarotorneno: Santosh
Kumar Maurya

Checked by /
[Tpoepeno: Pardeep Kumar

<[

—

Approved by: Manager/Executive
/Onobpeno: Meueuikep /
Pykopoaurens Manoj Kumar

]

Reprint Date:
JlaTa: 29.04.2024

Reprint Date:
Hata: 29.04.2024

JlaTa:

Reprint Date:

29.04.2024

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: maii@drreddys.com
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www.drreddys.com




