Dr.Reddy’s ‘f‘

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®UKAT AHAJIN3

A

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

Hoyxanu®, tabaerku, MOKPbITLIE M1EHOYHOH 06010uK0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2201486 . Batch

040001620689, 890001607438

Analytical Report No / AHanuTuYecKHii oruer No : Date of Analysis / Hara ananuza: 14.08.2022

Quanﬁty/ OGbem mapTuu : 776.0Kg

Date of Marﬂl{aﬂure / HaTa nponmona";é : Jun-2022 Date of Expiry / Cpo_m FOAHOCTH :May-2027

Analysis performed according ND / Ananus nposesen mo HA: TIN011252/01-110717 (amend Ne 1 from
96_._049.?:918, amend Ne 2 from 23.09.20 19/ n3M. Ne 1 ot 06.09.2018,

H3M. NgZ o1 23.09.2019)

S. Test Result
No

Specification j

1 |Description / Onucanne Capsule-like orange-coloured
{ film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KancynosugHoi
dopmel, MOKpPbITEIE
MNNeHoYHOoK oBonoykon
OpaHXeBOro LiBeTa, C pUCKOA
Ha OfOHO CTOpoOHE, Ha
rnonepeyHom paspese — A4p0
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets:
on cross section- white to off-white
core / Tabnetku KancynoswgHoi
OpPMbI,  MOKPbITBIE  MAGHOMHOI
oBonoukoit opaHxesoro userta, ¢
PUCKOW Ha OAHOW CTOPOHE; Ha
nonepeyHoM paspese - agpo
Benoro unn noytu Genoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Ipoxykr cooTseTcryeT TpeGosanuam HJI | 3akmouenne: OMOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: [Tposepeno: Ramakant Onobpeno: Menemxep /
Noor Mohammad (u PyxoBoauren :Abhishek Chauhan

e @\U‘&/ b,\/(

L —

Print Date: Print Date: Print Date:
Hara: 14.08.2022 Hara:14.08.2022 Hara: 14.08.2022
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CERTIFICATE OF ANALYSIS

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

CEPTH®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HGym{lm@, Ta6AeTKH, NOKPBLITHIE NIeH

Batch No / Cepus Ne : V2201486

Analytical Report No / ARanuTHYeckuii oraer Ne :
040001620689, 890001607438

Date of Manufacture / Jlata npoussoactsa : Jun-2022

04HOH 060.104K0i, 400Mr + 325mr 1
Batch Quantity / O6bem naptuu : 776.0Kg |

"~ |Date of Analysis / lata ananusa: 14.08.2022

i IE&QBFE?}EE / Cpok rognoctu :May-2027

Analysis performed acéording ND / Ananus nposegen
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Na

mo HJT: TTN011252/01-110717 (amend Mo 1 from
1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 | Identification /

MopnurtocTs

a) Complies as prescribed/
B cooTeeTcTBUM C

The retention time of the main peaks
on the chromatogram of the test

3 |Average weight and
mass uniformity /
CpepgHsia macca n
0AHOPOOHOCTL NO
macce

onucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepxuBaHUS OCHOBHbLIX
NNKOB Ha XpomaTorpamme
WCMLITYEMOrO  pacTsopa  AO0MKHbI
COOTBETCTBOBATL BpemMeHaMm
yOepXuBaHuaA MUKOB Ha
|Xpomarorpamme pactecpa
[CTarHaapTHbIX obpasuos
ubynpopeHa u  napaueTamona
(pazgen «KonuyecteeHHoe
onpefeneHuer)
974.3mg 940,9 mg to 999,1 mg

Complies /cooTseTcTBUM C

(970,0mg £ 3,0 %) /
Ot 9409 wmr po
(970,0 mr + 3,0 %)

999,11 wr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [ponyxr coorseTcTByeT Tpebosanuam HJ|

Opinion : APPROVED
3axmoyenne: OJIOGPEHO

Hara: 14,08.2022

Hata:14.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroToBneHo: IIpoeepeno: Ramakant Onobpeno: Menemiep /

Noor Mohammad PykoBoauTens : Abhishek Chauhan
2 / 2

Print Date: Print Date: Print Date: L \

Hara: 14.08.2022
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CERTIFICATE OF ANALYSIS

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

CEPTHOPHUKAT AHAJIM3A

"Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hﬁykﬂﬂ!ﬁ@, TabJIeTKH, TOKPBLITBIE NAEIOYHOM 0691104}(01_”4, 400mr + 325mr

Batch No / Cepus Ne : V2201486

040001620689, 890001607438

Anal);ti_cél' Répf)rt No / Amannruueckuii oraer Ne

Date of Manufacture / l[amrn‘b'bgigéﬁ_'cjg: Jun-2022

Batch Quantity / OGbem naptuu : 776. O0Kg

|Date of Analysis / laTa anananza: 14.08.2022

06.09.2018, amend Ne 2 from 23.09.

Analysis performed according ND / Ananus HPOBEJEH [0

Date of Expi—rnyf}' Cﬁk_rgnuocrn :May-2027

2019/ n3m. Ne

HJI: TTN011252/01-110717 (amend Ne 1 from
1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 {Disintegration /
Pacnapaemocts

13 minutes 28 seconds

Not more than 30 minutes /
He 6onee 30 mux

5 Dissolution /
|PacTtBopeHue

95% - 100%

97% - 103%

NLT 70% (Q) Ci3H1s02 (lbuprofen)
dissolved in 30 minutes /

He mernee 70 % (Q) CisH10:
(nbynpodcbeH) yepes 30 MuH

NLT 70% (Q) CsHgNO;
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CgHoNO,

(napauetamon) Yepes 30 MuH

Related substances /
PoacreeHHble npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecet
nbynpodeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHotbeHon (npumecs
napaueramona) — He 6onee 0,005%

Water / Boga

1.4%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/
Ipumeqanue: [Tpogykr cootseTcTByeT TpeboBaHuaM HJJ

Opinion : APPROVED
3axuouenue: QJIOBPEHO

Prepared by /
IToarorosneHo:
Noor Mohammad

)

Checked by /
ITposepero: Ramakant

Buld

Approved by: Manager/Executive /
Onobpeno: Menenxep /
PyxoBoauTens :A,@ck Chauhan

/ ;
{

{

"

Print Date:
Hara: 14.08.2022

Print Date:
Hata:14.08.2022

Print Date:
Jara: 14.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507

www.drreddys.com




He
Dr.Reddy’s %}”

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Batch No / Cepust Ne : V2201486

Analytical Report No / ABanuTuuecknii oTaer Ne :
040001620689, 890001607438

Product : Ibuclin, film-coated tablets 400 mg + 325 mg7
Hoykumn®, rabaerku, MOKPLITLIE ILIEHOYHO#H 000101K0ii, 400Mr + 325mr

Tel : +91 98166 56001-02

Batch Quantity / O6bem naprumn : 776.0Kg

Date of Manufacture / JIaTa npou:m;n}ﬁ‘é_ : Jun-2022 |

Date of Analysis / Jara ananuza: 14.08.2022

Date of Expiry / Cpok roasocts :May-2027

Analysis performed according ND / Auanu3 nposeaen no HJ: [TNO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. No 2 01 23.09.2019)

*8 Microbial limits /
Mukpobuonorudeckas
yucToTa

a) Total aerobic
microbial count /
OB6uwee yucno
a3pobHbIX
MUKPOOPraHu3MoB

b) Total combined
yeasts and mould
count / ObLee yucrio
[PO}CKEBBIX U
niecHesbIX rpubos

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g /
Metee 5 KOE/r

Absent / OtcytctayeT

Not more than 1000 CFU/g /
\He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He Bonee 100 KOE/r

Shall be absent in 1g / OtcyTcrue B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpopykr cootseTcTByeT TpeGoBakuam HJI | 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: [Tposepeno: Ramakant Onobpeno: Menemxkep /

Noor Mohammad W PykoBoautens : Abhishek Chauhan
Z. : {

Print Date: Print Date: Print Date:

Hara: 14.08.2022 Hara:14.08.2022 Hara: 14.08.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : -Ibucli‘n, film-coated tablets 400
Hoykanu®, Kb
Batch No / Cepus Ne : V2201486

mg + 325 mg " ]
Ta0JeTKH, MOKPLITHIE MIEHOYHO 060a0uKoii, 400mr + 325mr

Batch Quantity / O6bem napTuu :"7_7-6.61{?

Analytical Report No / Aﬂannmqecmnﬁ oTuer Ne:
040001620689, 890001607438

Date of Analysis / Jlata ananuza: 14.08.2022

Date of Manufacture / Jara n]ﬁaﬁéédncT_Bua : Jun-2022

Date of Expiry / Cpox roasocru :May-2027

Analysis performed according ND / Ananus niposenen o
06.09.2018. amend Ne 2 from 23.09.2019/ nam. Na

lor Q§.09.2018,53M. No 2 oT 23.09.2019) =

HA: TTN011252/01-110717 (amend Ne 1 from

9 !Uniformity of dosage

| Units

/ OpHopoaHoCTs
A03upoBaHus
Ibuprofen /
nbynpodpen

1.8

1.8
Paracetamol /
napaueTtamon

|Acceptance value (AV) should be
|not more than 15.0 /
lNokasatens npuemnemocTy (AV)
AorxeH BbiTh He Gonee 15,0.

Acceptance value (AV) should be
not more than 15.0 /
[Nokasarens npuemnemocTy (AV)
AomxeH BbiTe He Bonee 15,0,

10 |Assay/
KonuyecteeHHoe

onpepeneHve

400.7 mg

327.85 mg

360 to 440 mg of CuHu0,
(Ibuprofen) per tablet /

Ot 360,0 Mr go 440,0 mr CiaH0;
(vBynpodpeH) B TabrieTke

292.5 to 357.50 mg of CgHgNO,
|(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHsNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: IIpogykr cooteetcrayer Tpebosanuam H][ | 3akmoyenne: ONOBPEHQO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoaroTosneno: [IposepeHo: Ramakant Onobpeno: Menemxep /

Noor Mohammad @v,\&\ﬂ» Pykoeonurens : Abhishek Chauhan
7 "

Print Date: Print Date: Print Date;

Jara: 14.08.2022 Hara:14.08.2022 Hara: 14.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Tel: +91 40 4900 2900, Fax:

Hyderabad - 500034, Telangana, India

+91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE QF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

roduct ":AWIhuclin, film-coated tablets 400 mg +
Hﬁkﬂlﬁll@, Ta0JeTKH, NOKPLITBIE ICHOYHOI

325 mg

Batch No / Cepus o : V2201486

Oﬁoﬂg‘;xoﬁ, 400Mr + 325mr _ |
’Batch Quantity / O6bem napruu : 776.0Kg

040001620689, 890001607438

Analytical Report No / :Aﬂanwmqecrmﬁ oTyer Ne: J

Date of Manufacture / ;I_a:;"awnw];omgoucTBa : Jun-2022

s |
Date of Analysis / lata ananu3a: 14.08.2022

;Date of EXpii’)—/-}.‘CFaii roAHOCTH :May-2027

Analysis performed according ND / Ananus nposeaen no HA: TIN011252/01-110717 (amend Ne
06.09.2018, amend Mo 2 frorg2_§.09.201 9/ uam, Ne

1 from
1ot Q§.99.2018? H3m. Na 2 ot 23:29;2&1_?_).7 -

11 | Package / Yrnakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 Tabnetok
B MBX/Al 6nucTtep. Mo 1
Bructepy B nauky
KapToHHyt BMecTe ¢
WHCTPYKUMEl no
MPUMEHEHMIO.

10 tablets in PVC/AI blister. 1, 2 or"
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6auctep. Mo 1, 2 vnu 20
bnucrepos B NaYky KapToHHYro
BMECTe C MHCTPYKLUWel no
NpUMeHeHuio.

13 | Storage conditions /

|
12 | Labeling7 Mapkuposka

According to ND / B cooTeeTcTBIM G H]
At temperature not more than 25 °C. /

XpaHeHvie [Npu TeMnepatype He Bhile 25 °C.
14 j Shelf life / Cpok S years/5 ner
| roAHoCTY

' Remarks : The Product conforms to ND/
IIpumeuanue: lponyxr cootsercrayer TpeGoBanmam HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /

IMoaroroeneno:

Noor Molu_m;mad
S72

o

Checked by /
Ilposepero: Ramakant

g

Approved by: Manager/Executive /
Ono6peno: Menemiep /
Pykosoautens : Abhishek Chauhan

AN

Print Date:
Jara: 14.08.2022

\

Print Date;
Hata:14.08.2022

Print Date:
Hara: 14.08.2022

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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