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

CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknnH®, TabaeTKH, NOKPbITbIE MJAeHOYHOH 060J04K0i, 400Mr + 325mr

Batch Na/ Cepus Ne : V2101548

Batch Quantity / O6bem riapn»m :
727.500 Kg

Analytical Report No / AHaIMTH4eCKHH OT4YeT Ne :
890001545709, 890001545717

Date of Analysis / [lata ananu3a: 22.09.2021 |

Date of Manufacture / /lata npousBoacTsa : Sep-2021

Date of Expiry / Cpox roqHocTy : Aug-2026

Analysis performed according ND / Ananus npoBejeH 1o HJ: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No -
1 |Description / OnucaHve

Result

tablets;

on cross section- white core
Tabnetkn
dopMbl,
NAeHoYHOoN
Ha

O[HOW  CTOPOHE,;

6enoro ugeTa

Capsule-like orangé:coloured
film-coated one-side scored

KancynosuaHon
NoKpbITbIE
obonoykon
OpaHXeBoro LiBeTa, C pvickon
Ha
noriepeyHom paspese — SApo

Specification

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBuaHON
dopMbl,  MOKPbITbIe  MIGHOYHOM
oboroukoii opaHxesoro Lseta, C
puckoi Ha OAHOW CTOpOHEe; Ha
ronepeyHom  paspese anpo
Benoro unu no4tn 6enoro LBeTa

/

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpofyKT COOTBETCTBYET tpebosanuam HJI

Opinion : APPROVED _
Bakmouenne: OJJOBPEHO

Prepared by /
IToaroToBieHoO:

Ramakant K
>
N

Checked by /
[IpoBepeHo:
Himesh Kumar

<

Approved by: Manager/Executive /
Opobpeno: Menemxkep /
PykoBogurenb

Amit Kumar A\ y

Print Date:
TNara: 22.09.2021

Print Date:
Hara: 22.09.2021

Print Date:
Jlara: 22.09.2021
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Dr. Reddy's Laboratories Ltd.
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNOykauH®, TabaeTKH, NOKPbITbIE NJIEHOYHOM (_)6o.r10q|coﬁ, 400mr + 325mr

Batch No / Cepusi Ne : V2101548

Batch Quantity / O6bem ﬁapi“uu $
727500 Kg :

890001545709, 890001545717

Analytical Report No / AHaIHTHYECKHH OT4eT Ne:

Date of Analysis /ﬂﬁm anammsa: 22.09.2021

Date of Manufacture / JlaTa npou3BoacTBa : Sep-202;1w

Date of Expiry / Cpok roﬁhﬁé*u;: Aug-2026

Analysis performed according ND / Ananu3 npoBejeH mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MoanuHHOCTb

a) Complies as prescribed/
B cooTBeTCcTBUMK C
onucaHvem

The retention time 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 yaepXuBaHUA OCHOBHbLIX
NUKOB Ha Xpomartorpamme
NCnbITYEMOro  pacTsopa  AOSKHbI
COOTBETCTBOBATH BpemeHam
yOepXuBaHuna nyUKoB Ha
XpomaTtorpamme pactsopa
cTaHAapTHbIX ob6pasLos
ubynpoceHa 1 napaueramona
(paspen «KonuyectseHHoe
onpeaenex1e»)

3 |Average weight and
mass uniformity /
CpepHss macca U
0OHOPOAHOCTb MO
macce

972.0 mg

9409 mg to mg|
(970,0 mg £ 3,0 %) /
Or 9409 wmr po

(970,0 mr + 3,0 %)

9991

999,1 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/
Ipumeuanne: [IpoyKT COOTBETCTBYET Tpe6GoBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[ToAroToOBJIEHO:
Ramakant )

Checked by /
[poBepeHo:
Himesh Kumar

=\ —

Approved by: Manager/Executive /
Opo6peno: Menemxep /

PyKoBOOUTENb =
YKOBOIMTEN /}wﬁ\l/}

Amit Kumar

W
\\'\ \ &
Print Date:

Jata: 22.09.2021

Print Date:
Jlata: 22.09.2021

Print Date:
JlaTa: 22.09.2021
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg B
H6yknnH®, TabaeTKH, NOKPbITHIE naeHouHoi 060a0uKoi, 400mMr + 325mMr

Batch No / Cepusi Ne : V2101548

Batch Quantity / O6bem uapTu;a—i '
727.500 Kg

890001545709, 890001545717

Analytical Report No / AHaTHTHYeCKHH OT4eT Ne :

Date of Analysis / Jla;; anamsa: 22.09.2021

Date of Manufacture / JlaTa Ipou3BOACTBA : Sep-2021

Date of Expiry / Cpoxll‘auﬂdéfﬁ Aug-262—6-

Analysis performed according ND / Auanu3 np
06.09.2018, amend Ne 2 from 23.09.20 19/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 oT 23.09.2019)

osenen no HJI: TIN011252/01-110717 (amend Ne 1 from

4 |Disintegration /
PacnagaemocTb

07 minutes 11 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTBopeHune

98% - 101%

99% - 102%

NLT 70% (Q) Ci3H102 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H1s02
(nbynpodben) yepes 30 MUAH

NLT 70% (Q) CsHoNO2
(Paracetamol) ~ dissolved in 30
minutes /

He wmeHee 70 % (Q) CeHgNOz

(napauetamon) yepes 30 MUH

6 |Related substances /
PopcTtBeHHble NpyuMecHu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodbeHon (npumech
napauetamona) — He Gonee 0,005%

7 |Water / Boga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [IpoLyKT COOTBETCTBYET TpeOOBAHAAM HIT | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBJEHO: [IpoBepeHo: Ono6peno: Menemxep /
Ramakant t& Himesh Kumar PykoBoauTteinb
U — Amit Kumar S~

%\V e /lw;/
Print Date: Print Date: Print Date:
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CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, Ta6aeTKH, NOKPbIThIe NJIEHO4HOl 000104 KO, 400mr + 325mr

Batch No / Cepusi Ne : V2101548

Batch Quantity / O6bem napTum :
727.500 Kg

Analytical Report No / Anannruyeckuii oTuer Ne .
890001545709, 890001545717

Date

of Analysis / lata anannsa: 22.09.2021

Date of Manufacture / JlaTa npousBoacTsa : Sep-2021

Date

of Expiry / Cpok roanoctu : Aug-2026

Analysis performed according ND / Auanus nposeaen no HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8

Microbial limits /
Mwukpobuonornyeckas
umcroTa

a) Total aerobic
microbial count /
O6uwee yucrno
a3pobHbIX
MUKPOOPraHn3MoB

b) Total combined
yeasts and mould
count / OByee yucno
OPOXOKEBbIX U
nsiecHeBbIX rpnbos

c) E. coli

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

Less than 5 CFU/g /
MeHee 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 / OTcyTcTBNE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Iprveuanue: [IpoLyKT cOOTBETCTBYeT TpeGoBanusam HJI | 3akmouente: OJOBPEHO -
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotosneHo: [IpoBepeHo: Ono6peno: Menemxep /
Ramakant Himesh Kumar PykoBoauTEb

% \,0 & 4__&,__,__—’_, Amit Kumar A

\ ] \ . /l(“/\/
Print Date: Print Date: Print Date:
Iara: 22.09.2021 Jara: 22.09.2021 JMara: 22.09.2021
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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 www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykans®, TabaeTKu, NOKPhIThie neHo4Ho# 060104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101548

|Batch Quantity / O6bem mapTuu :

727.500 Kg

890001545709, 890001545717

Analytical Report No / Aunanurnyeckuii oTyer No :

Date of Analysis / JlaTa aHanu3a: 22.09.2021

Date of Manufacture / JlaTa npou3BOACTBA : Sep-2021

Date of Expiry / Cpox rogHocTh : Aug-2026

Analysis performed according ND / AHanu3 npoBeeH 1o
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

HJI: TIN011252/01-110717 (amend Ne 1 from

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOPOAHOCTE 1.9 MokasaTenb npuemnemoctut (AV)
[03VPOBaHNS pomkeH 6biTe He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 Moka3zaTernb npremnemocty (AV)
napaveTtamon pomkeH 6biTb He Gonee 15,0.
10 |Assay/ 395.8 mg 360 to 440 mg of CisH1sO2
KonuuecTBeHHoE (Ibuprofen) per tablet /
onpegenexHue OT 360,0 mr no 440,0 mr Ci3H102
(nbynpocbeH) B Tabnetke
326.57 mg 2925 to 357.50 mg of CsHeNO:
(Paracetamol) per tablet/
Ot 292,5 mr po 357,5 mr CgHoNO:
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoLyKT COOTBETCTBYET TPEOOBAHKIM HJI | 3akmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loAroToBEHO: [TposepeHo: Onobpeno: Menemxep /
Ramakant, &X Himesh Kumar PykoBOAMTEND
CX\L gz/ Amit Kumar AN

Qo [i2
Print Date: Print Date: Print Date:
Jlara: 22.09.2021 Jlata: 22.09.2021 JaTta: 22.09.2021
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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

M6y k1ma®, TabeTKH, NOKPLIThIe NIeH0YHOH 060104K0H, 400Mr + 325mr

Batch No / Cepusi Ne : V2101548

Batch Quantity / O6bem napTuu :
727.500 Kg

890001545709, 890001545717

Analytical Report No / AnanuTuueckuii oTder Ne :

Date of Analysis / [lata anaausa: 22.09.2021

Date of Manufacture / lata nponsBoacTna : Sep-2021

Date of Expiry / Cpox FOAHOCTH : Aug—ZOZT

Analysis performed according ND / Auanus nposenen mo HJ: TTN011252/01-110717 (amend Ne | from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/Al blister. |10 tablets in PVC/Al 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 Tabnetok 8 |B MBX/Al 6nuctep. Mo 1, 2 nnn 20
MBX/Al 6nuctep. Mo 1 BrMcTepoB B Nayky KApTOHHYO
6rmcTepy B nauky BMECTE C UHCTPYKUMEN No
KapTOHHYIO BMeCTe C MPUMEHEHNIO.

VNHCTPYKUMen no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka| According to ND / B cootsetctBum ¢ HO
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
pumeuanue: [TpoaykT cootsetcTyet TpeGosanmam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHo: [TpoBepeno: Onobpeno: Menemxep /
Ramakant \l& Himesh Kumar PykoBoauTENb
(\) s - - Amit Kumar ,
T | -
Print Date: Print Date: Print Date:
Hara: 22.09.2021 Iara: 22.09.2021 Jara: 22.09.2021
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