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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJMU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MOKPbITHIE IUieHouHO# 060104KOi, 400Mmr + 325Mr

Noykaun®, TabieTkH,

Batch No / Cepusi Ne : V2101538

776.0

Batch Quantity / O6bem mapTuu @

00 Kg

| Analytical Report No / AHanuTHYeCKuil oTyeT Ne :
1890001548903, 890001548491

|Date

|Date of Manufacture / [laTa npou3BOACTBA :

Sep-2021

of Analysis / laTa ananusa: 06.10.2021

Date of Expiry / Cpox roanocts : Aug-2026

Analysis performed according ND
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

/ AHaJIM3 MpOBEAEH Mo

HA:

[1N011252/01-110717 (amend Ne 1 from

1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1

Description / OnucaHne

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn KarncynoBuaHon
thopmbl, NoKpbITbIE
NreHoYHON o6oriouKkon
OpaHXeBoro LiBeTa, C PrcKoil
Ha OJHOW CTOpOHe; Ha

nonepeYyHom paspese — A4po
Benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core |/ TabreTku KarcynosuaHoOM
dopmbl,  MOKPbITLIE NAeHOYHOM
obonoykoyl opaHxesoro useta, C
pucko Ha OfHOW CTOPOHE; Ha
nonepedyHom  paspese A4p0
6enoro nnv nouTtn 6enoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [1poayKT COOTBETCTBYET tpeGoBanuaM HI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / '
[ToaroToBjeHO: [TpoBepeHo: Opo6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonuTtens
: i x Amit Kumar s
Print Date: Print Date: Print Date:
JNata: 06.10.2021 Tata: 06.10.2021 Jarta: 06.10.2021

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email
CIN: L85195AP1984PLC004507
www.drreddys.com

Banjara Hills, Hyderabad - 500034, Telangana, India

: mail@drreddys.com
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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

CEPTU®UKAT AHAJIU3A

Wgod’nch_ Tbuclin, ﬁlm-wz);l;évd_téb_l&ﬁ(')i(r)v mg +325 mg
t\l/lﬁylc.mfm®, Ta6NeTKH, NOKPbITHIE MIeHOYHOH 06004Ko0ii, 400mr + 325mr

\

90001548903, 890001548491

Pualytical Report No / AHanuTHYecKU i orTuer Ne ;.
8

\Batch No / Cepus Ne : V2101538 \Batch Quantity / O6beM napTuu :
|776.000 Kg

Date of Analysis / Jlara ananiu3a: 06.10.2021

Date of Manufacture / Jlata npou3BOACTBA : Sep-2021

Date of Expiry / Cpok rogsoct : Aug-2026

Analysis performed according ND / Ananus nposenct no HJI: TINO1 1252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ uaw. Ne 1 ot 06.09.2018, usw. No 2 o1 23.09.2019)

2 Identification /
MoanuHHOCTb

a) Complies as prescribed/
B cooTBETCTBUNK C
onucaHvem

The retention time of the main pea@
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 yaepXuBaHus OCHOBHBIX
MKOB Ha XpomaTorpamme
UcnbITyemMoro pactsopa  AOSKHbI
COOTBETCTBOBATL BpemeHam
yaepxmBaHus nnKoB Ha
xpomartorpamme pacTtBopa
cTaHAapTHbIX obpasuoB
nbynpocpeHa v  napaueramona
(paspen «KonunyectseHHoe
onpepenexue»)

3 |Average weight and
mass uniformity /
CpepHsas macca n
04HOPOAHOCTb MO
macce

969.2 mg

940,9 mg to 9991 mg
(970,0 mg + 3,0 %) /

Or 9409 wmr go 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He 6onee £ 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpOAYKT COOTBETCTBYET tpe6osanusm HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jlara: 06.10.2021

TNara: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNEHO: [TpoBepeHo: Opo6peno: Menemkep /
Pardeep Kumar Himesh Kumar PykoBoauTenb
P — Amit Kumar -
4 k‘_’)(/’/ Pv’\ -
/
Print Date: Print Date: Print Date:

Hara: 06.10.2021

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

yderabad - 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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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

CEPTUPUKAT AHAJIM3A

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

U6ykaun®, TabneTkH, NOKPbLITHIE nJeHo4YHO# 0001

Batch No / Cepusi Ne : V2101538

oukoii, 400mr + 325mr

Batch Quantity / O6bem napTu :
776.000 Kg

Analytical Report No / Anaqntuyeckuii oTdyeT No : Date of Analysis / JlaTa aHanu3a: 06.10.2021
890001548903, 890001548491
Date of Manufacture / JlaTa npou3BOACTBA : Sep-2021 |Date of Expiry / Cpox roHOCTH : Aug-2026
Analysis performed according ND / Anasus nposenes mo HJI: [INO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)
4 |Disintegration / 11 minutes 05 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 MyH
5 |Dissolution / 94% - 99% NLT 70% (Q) CiaH1O2 (lbuprofen)
PacTtBopeHue dissolved in 30 minutes /
He menee 70 % (Q) CisH102
(n6ynpodbeH) yepes 30 MUH
NLT 70% Q) CsHoNO2
99% - 103% (Paracetamol) dissolved in 30
minutes /
He meHee 70 % (Q) CsHsNO:
(napauetamon) Yepesd 30 M1H
6 |Related substances/ 0.03% Total impurities of Ibuprofen NMT
PoacTBeHHbIE NpUMeECH 1.0% / Cymma npumeceit
nbynpodeHa — He 6onee 1,0 %
0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napaueramona) — He Gonee 0,005%
7 |Water / Bopa 1.5% Not more than 5.0% /
He 6onee 5,0 % B

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoAyKT COOTBETCTBYET tpe6oBanusm HJI

Opinion : APPROVED _
3akaouenue: OJOBPEHO

Iata: 06.10.2021

Tara: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOB/EHO: [TposepeHo: Opo6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTenb
; =, Amit Kumar -
" \_ ~~
Print Date: Print Date: Print Date:

Jara: 06.10.2021

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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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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIM3A

l;rﬂo&'d'ct-:wl"li)ml-liclin;Aﬁlm-coated tablets 400 mg + 325 mg
NoykanH®, Tab6eTKH, NOKPbITbIE NJeHo4HOo#M 0601049KOH,

400mr + 325mr

Batch No / Cepusi Ne : V2101538

Batch Quantity / O6bem napTuu :
776.000 Kg

890001548903, 890001548491

Analytical Report No / AHanMTHYeCKHii oTyeT Ne :

Date of Analysis / [laTa ananu3a: 06.10.2021

Date of Manufacture / JlaTa npou3BoACTBA : Sep-2021

Date of Expiry / Cpok roasoctu : Aug-2026

Analysis performed according ND / Auanu3 nposeJeH no
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 oT 06.09.2018, u3m. Ne

HJI: 11N011252/01-110717 (amend Ne 1 from

2 ot 23.09.2019)

8 |Microbial limits /
Mukpobunosoruyeckas
yucroTa

a) Total aerobic
microbial count /
O6LLee yucro
a3p0obHbIX

MUKPOOPraHu3MoB

b) Total combined
yeasts and mould
count / Obuee 4ncno
LPO)OKEBBIX 1
nrnecHeBbIX rpnboB

c) E. coli

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

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

Absent in 1g / OTcyTCTBYET B
1r

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTCTBUE B
1ir

Remarks : The Product conforms to ND/
Ipumeuanue: [poayKT COOTBETCTBYET tpe6oBanuaM HJL

Opinion : APPROVED
Baxmouenne: OJJOBPEHO

Jata: 06.10.2021

Jara: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBIEHO: [TpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTeb
( :—)\/’/y o Amit Kumar )
I ) < - S R \\v’ —
o el /kr /
Print Date: Print Date: Print Date:

Jara: 06.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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www.drreddys.com




‘..- Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr. Reddy S - Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUDUKAT AHAJIU3A

Product : Tbuclin, film-coated tablets 400 mg + 325 mg
Uoykaun®, Tab1eTkH, NOKPbIThIE L1eHo4Hoil 06010uKO0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101538 Batch Quantity / O6bem nap"rﬁiﬁh:”
776.000 Kg o
Analytical Report No / AnaguTHYecKuii oTueT Ne : Date of Analysis / JlaTa ananausa: 06.10.2021

890001548903, 890001548491 i
Date of Manufacture / Jlata npou3BoACTBA : Sep-2021 |Date of Expiry / Cpok rognocTy : Aug-2026

Analysis performed according ND / Ananu3 npoBe/ieH 10 HJI: [1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nsm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be W
units not more than 15.0 /
/ OpHOPOAHOCTb 21 MokasaTtenb npuemnemoctu (AV)
[03UpoBaHnNs pormkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MokasaTens npuemnemoct (AV)
napaueramon pomkeH 6biTb He Bonee 15,0.
10 |Assay/ 392.6 mg 360 to 440 mg of CiaH1O2
KonuuecTtBeHHoe (Ibuprofen) per tablet /
onpegenexHue OT 360,0 mr go 440,0 mr C13H1802
(n6ynpocheH) B Tabnetke
326.32 mg 292.5 to 357.50 mg of CgHoNO2
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO2
(napaueTamon) B Tabnetke B

Remarks : The Product conforms to ND/ Opinion : APPROVED

pumeuanue: [TpOLyKT COOTBETCTBYET TPEOOBAHUAM HJI | 3amouenne: OIOBPEHO

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

[ToAroToBJIEHO: [TpoBepeHo: Ono6peno: Menemiep /

Pardeep Kumar Himesh Kumar PykoBoauTeb

Q,,&// e Amit Kumar
(ﬂf B . I AN~

(T

Print Date: Print Date: Print Date:

Jata: 06.10.2021 Tata: 06.10.2021 Tata: 06.10.2021
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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  yww.drreddys.com
CEPTH®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanH®, Tab1eTKH, TOKPLITbIE LIeHOUHO# 060104KOit, 400mr + 325mMr

Batch No / Cepus Ne : V2101538

Batch Quantity / O6bem n;p"r;u $
776.000Kg

890001548903, 890001548491

Analytical Report No / AnanuTuyeckuii oruer N : Date of Analysis / laTa allahnsa:‘nﬂaﬁ.ZOZIH

Date of Manufacture / JlaTa npou3BOACTBA @ Sep-2021 _[Date of Expiry / Cpok rognocry : Aug-2026 ]

Analysis performed according ND / Anaans nposeges no HJI[: TTNO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 [ Package / Ynakoka |10 tablets in PVC/Al blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. / Mo 10 Ta6retok s |8 MBX/Al 6nuctep. o 1, 2 nnm 20
NBX/Al 6nuctep. Mo 1 6rmcTepoB B NayKy KAPTOHHYO
BrucTepy B navky BMECTE C UHCTPyKUMe no
KapTOHHYIO BMeCTe C MPYIMEHEHWUIO.

WNHCTPYKLUMEn no
NPUMEHEHUIO. )

12 | Labeling / Mapkuposka | According to ND / B cooTseTcTau ¢ HO

13 | Storage conditions / At temperature not more than 25 °C. /

s —‘{-

XpaHeHue Mpu TemnepaType He Bbille 25:°C.
14 | Shelf life / Cpok 5 years / 5 net

rogHocTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [IpoLyKT COOTBETCTBYET TpeOOBAHMAM HJ[ | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBJIEHO: [TpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBOJHUTEb

— Amit Kumar .
- = B oe=
(/L/ = ‘&‘ /

Print Date: Print Date: Print Date:
Jata: 06.10.2021 Jata: 06.10.2021 Iata: 06.10.2021
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