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

CEPTHO®UKAT AHAJIM3A
Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabneTKH, NOKPLITHIE ILIEHOYHOM 000J104Koii, 400mr + 325mr
Batch No / Cepust Ne : V2200840 Batch Quantity / O6bem napruu : 776.0 Kg
Analytical Report No / AHaauTH4eckuii oTuer N : Date of Analysis / IaTa ananusza: 12.05.2022
040001569665, 890001590020
Date of Manufacture / Jlata nponssoacrsa : Apr-2022 | Date of Expiry / Cpok rognoeru :Mar-2027
Analysis performed according ND / Ananus nposegen no HJX: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018,.u3m. N 2 o1 23.09.2019)
S. Test Result Specification
No
1 |Description / Onucanue [Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTkn kancynosugHom
TabneTku KancynoBuUAHON|bOpMbl,  MOKPbLITBIE  NAEHOYHOIR
chopmbl, NOKpbITble [06onoYKoi  OpaHXeBoro useTa, C
NNeHoYHOoN! 0BOMOYKOA|pUCKO Ha OAHOM CTOPOHE; Ha
OpaHXeBoro LseTa, C pUCkOM|MonepeyHom paspese —  s4po
Ha OAHOW CTOopoHe, Ha|Benoro unm nodTy 6enoro uBeTa
nonepeyHom paspese — A4po
6enoro useta
L
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tponyxt coorserctByeT TpeGosanusam HJ | 3akaouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaretonnerio: Hposepeno:Himesh Kumar | Opo6peno: Menemxep /
Pardeep Kumar P PyxoBoauresns :Manoj Kumar
Qf’/l ) J_m_;ﬁ‘_i(/
Print Date: Print Date: Print Date:
Hata: 12.05.2022 Hara: 12.05.2022 Hata: 12.05.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, Tabi1eTKH, MOKPLITHIE IIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200840

Batch Quantity / O6nem naptum : 776.0 Kg

Analytical Report No / AHaauTu4deckuii oTdeT Ne :
040001569665, 890001590020

Date of Analysis / JlaTta ananmu3a: 12.05.2022

Date of Manufacture / Jlata npousBoactsa : Apr-2022

Date of Expiry / Cpok rogHocTH :Mar-2027

Analysis performed according ND / Ananu3 nposeges mo HJ: ITN011252/01-110717 (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 /
MNoanuHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUN C

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

mass uniformity /
CpepnHsasa macca 1
OLHOPOAHOCTL MO
macce

onucaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepXvuBaHUS OCHOBHbIX
MAKOB Ha Xpomarorpamme
UcnbiTyemoro pacTteopa  AOJDKHb!
COOTBETCTBOBATH BpemMeHam
yaepxuBaHuns n1KoB Ha
Xpomarorpamme pacTteopa
CTaH4apTHbIX o6pasuos
mbynpocbeHa v napauetamona
(pasgen «KonuuyecteeHHoe
onpeaenexHme»)
3 |Average weight and 973.2 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 wmr pgo 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT Tpeboanuam HJI

Opinion : APPROVED
3akiouenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

=l -

Checked by /
[Tposepero:Himesh Kumar

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

Print Date:
Hara: 12.05.2022

Print Date:
Hara: 12.05.2022

Print Date:
Hara: 12.05.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTKH, HOKPHITHIE MLIEHO4HOl 0001049K0#, 400Mr + 325mr

Batch No / Cepust Ne : V2200840

Batch Quantity / O6bem nmaptuu : 776.0 Kg

Analytical Report No / AnanmnTu4yecknii otyer Ne :
040001569665, 890001590020

Date of Analysis / Jlara anammsa: 12.05.2022

Date of Manufacture / JlaTa npon3Bofcrsa : Apr-2022

Date of Expiry / Cpok rogHocTu :Mar-2027

Analysis performed according ND / Anann3s nposegen o HJI: TIN011252/01-110717 (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)

4 |Disintegration /
PacnapaemocTtb

08 minutes 56 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHve

100% - 102%

100% - 103%

NLT 70% (Q) C13H1aO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(nbynpoden) yepes 30 MUH

NLT 70% (Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CeHsNO:
(napaueTtamon) 4epes 30 MUH

6 |Related substances /
PogctBeHHbIe npumec

0.04 %

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHodeHon (npumecs
napauetamona) — He 6onee 0,005%

7 |Water/Bopga

1.4 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBeTcTBYET TpeboBanusm H/L

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
Moo rosieH.

Pardeep Kumar (_J

Checked by /
[Mpusepenu:ITuesh Kumar

=S

- e

Approved by: Manager/Executive /
Ono6pcHo: McHemicep /
PyxoBoautens :Manoj Kumar

Print Date:
Jara: 12.05.2022

Print Date:
Hata: 12.05.2022

gl
Print Date:

Hara: 12.05.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, TabaeTky, NOKPLIThIE ILIEHO4HOl 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200840

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHaanTH4yeckuii oT4er Ne :
040001569665, 890001590020

Date of Analysis / lata ananu3za: 12.05.2022

Date of Manufacture / Jlata npon3sogcrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Auann3 nposenen mo HII: [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 o1 23.09.2019)

*8 |Microbial limits /

yucToTa

a) Total aerobic
microbial count /
ObLee 4ucrio
a3pobHbIX
MWKPOOPraHM3moB

b) Total combined
yeasts and mould

OPONOKEBBIX U
nnecHeBbIX rpnbos

c) E. coli

Mukpobuornoruyeckas

count / Obuiee uncno

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

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

Absent / OTtcyTcTBYeET

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
1r

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTCTBYET Tpebopanusm HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[IoAroTOBALHY:
Pardeep Kumar )‘L

Checked by /

[Mpusepedu:Himesh Ko

B

x

Approved by: Manager/Executive /
OuuGpenu. Mououmop /
PykoBoauTens :Manoj Kumar

Print Date:
Jara: 12.05.2022

Print Date:
Jara: 12.05.2022
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Print Date:
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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: L85195AP1984PLC0O04507

www.drreddys.com




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

CEPTHOUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta61eTKH, TOKPHITHIE JIEHOYHOH 060109K0i, 400Mr + 325mr

—

Batch No / Cepns Ne : V2200840

Batch Quantity / O6sem napTun : 776.0 Kg

040001569665, 890001550020

Analytical Report No / AnaanTH4eckuii oTyer Ne

Date of Analysis / lata anaausa: 12.05.2022

Date of Manufacture / JIata nponssojactsa : Apr-2022

Date of Expiry / Cpok rognocru :Mar-2027

Analysis performed according ND / Auann3 nposegen no HJ[: [1 N011252/01-1 10717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpgHopoaHOCTL 1.7 MokasaTenb npvemnemocty (AV)
0031poBaHuA AormxeH obITh He bonee 15,0.
Ibuprofen /
noynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 MokazaTens npremnemocty (AV)
napawetamon formkeH oblTe He 6onee 15,0.
10 |Assay/ 398.5 mg 360 to 440 mg of Ci3H1O2
KonnyecteeHHoe (Ibuprofen) per tablet /
onpeaeneHue OT 360,0 mr go 440,0 mr Cq3H1502
(nBynpodbeH) B TabneTke
326.53 mg 2925 to 357.50 mg of CgHoNO:

(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CsHgNO»
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poayxT cootBercTByeT Tpebopanusm H]I | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Hoarorosneno: ITposepeno:Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar f _\,_,_ Pykosoautens :Manoj Kumar
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykamu®, TabaeTkH, NOKPBITHIE MJIEHOYHOH 000104K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2200840 Batch Quantity / O6bem naptan : 776.0 Kg

Analytical Report No / AnasaTu4eckuit oruet Ne : Date of Analysis / J/laTa anannza: 12.05.2022
040001569665, 890001590020
Date of Manufacture / lata npoussoacrsa : Apr-2022  |Date of Expiry / Cpok roanocru :Mar-2027
Analysis performed according ND / Auanus nposenex mo HJI: II N011252/601-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 or 23.09.2019)

11 | Package / Ynakoska {10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 Tabnetok
a carton. /Mo 10 Tabnetox |8 MBX/Al 6nuctep. Mo 1, 2 unu 20

B MNBX/Al 6nnctep. Mo 1 BnucTepoB B Nayvky KAPTOHHYO
6nuctepy B Mayky BMECTe C UHCTPYKUUER no
KapTOHHY0 BMECTe C NPUMEHEHUIO.

WHCTpYKUMENn no

NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTtBetcTuu ¢ Hfl
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpun Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

FOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooteTcTByeT Tpebosanuam HJ| | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroTtoeneHo: [Mposepeno:Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar 4 ’L == Pykoeogutens :Manoj Kumar
Print Date: Print Date: Print Date:
Hara: 12.05.2022 Hara: 12.05.2022 Hara: 12.05.2022
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