Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yxnnu®, TabieTKH, MOKPBITHIE IIEHOYHOI 0601049K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200927

Batch Quantity / Oobem napruu : 776.0 Kg

Analytical Report No / AHaauTu4eckuii oruer Ne :
040001573135, 890001591588

Date of Analysis / /IaTa ananm3a: 23.05.2022

Date of Manufacture / lata npou3Boacrsa : Apr-2022

Date of Expiry / Cpok roanoctu :Mar-2027

Analysis performed according ND / Ananu3s nposeaes o HJI: [T N011252/01-110717 (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

Result

Specification

1. |Description / Onucanue

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

on cross section- white core /

TabneTtku KancynosugHom
thopmbl, NOKPbIThIE
NrAeHOYHON obornoukon

OpaHXXeBoro LBeTa, C pPUCKON
Ha OOHOW CTOpOHE, Ha
nonepeyHom paspese — aapo
Oenoro ueeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancyrnoBUOHOW
hopMbl,  MOKPbITbIE  MNEHOYHOM
00O0MNOYKON OpaHXeBoro useTa, C
pUCKOM Ha OAHOWM CTOPOHE;, Ha
noriepedHoMm  paspese —  a4po
oenoro nnv no4yT 6enoro LBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYET TpeboBanusM HJT

Opinion : APPROVED
3akawuenue: OJIOBPEHO

Hara: 23,05.2022

Jlara: 23.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeno:Naresh Kumar | Ono6peno: Menemxkep /

Ankit o Pykosoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Hara: 23.05.2022

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

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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHUKAT AHAJIM3A

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

Ho6yxnua®, TabaeTk, NOKPhIThHIE MJIeHOYHOH 060a0uKoii, 400mr + 325Mr

Batch No / Cepust Ne : V2200927 Batch Quantity / O6bem naptum : 776.0 Kg

040001573135, 890001591588

Analytical Report No / Anamutnyeckuii oTyer Ne : Date of Analysis / /laTa ananu3za: 23.05.2022

Date of Manufacture / Jlata npoussogacTea : Apr-2022 | Date of Expiry / Cpok roanocru :Mar-2027

Analysis performed according ND / Ananus nposeger mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019) .

2 Identification / a) Complies as prescribed/
[NoannHHOCTL B cooTBeTCcTBUM C
onucaHnem

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 ypepKuBaHWS OCHOBHbIX
NMnKoB Ha XpomaTtorpamme
MCMBITYEMOro  pacTeopa  [OJDKHbI
COOTBETCTBOBATb BpemMeHam
yOepXKMBaHusA NnnKoB Ha
Xpomartorpamme pacTeopa
CTan4apTHbIX obpasuos
ubynpocpeHa n  napaueTtamona
(pasgen «KonuuecreseHHoe
onpeneneHmne»)

3 |Average weight and 971.3 mg
mass uniformity /
CpeaHas macca u
0AHOPOAHOCTb MO
macce

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Ot 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr coorercTByet TpeboBanuaM HJ{

Opinion : APPROVED
3axnouenue: OJJOBPEHO

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

[ToarorosneHo: [Tposepeno:Naresh Kumar | Omobpeno: Menemxep /

Ankit @;l// PykoBoauTens :Manoj I§umar
@ |"_‘r1~.-é;t§_L,L’,|r\;=—:

Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

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

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

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

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykanu®, TabaeTkn, NOKPHIThIE NJIEHOYHOI 060s0uKkoii, 400mr + 325Mr

Batch No / Cepust Ne : V2200927

Batch Quantity / O6bem naptnu : 776.0 Kg

Analytical Report No / AnasmTudecknii oTdyer No :
040001573135, 890001591588

Date of Analysis / lata ananu3a: 23.05.2022

Date of Manufacture / lata npousBofcTBa : Apr-2022

Date of Expiry / Cpok roanocts :Mar-2027

Analysis performed according ND / Auanus nposeaen mo HJI: [T N011252/01-110717 (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 /
PacnapgaemocTb

09 minutes 21 seconds

Not more than 30 minutes /
He bonee 30 MuH

S |Dissolution /
PacTteopeHune

97% - 102%

98% - 103%

NLT 70% (Q) C1sH1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q)
(ndynpodpeH) yepes 30 muH
NLT 70% Q) CsHsNO>
(Paracetamol) dissolved in 30
minutes /

He wmernee 70 % (Q) CeHoNO:2
(napauetamon) yepes 30 MuH

Ci3H10:

6 |Related substances/
PopncTeeHHble npumeci

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocpeHon (Nnpumech
napaceTtamona) — He 6onee 0,005%

7 |Water / Boga

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [Iponykt cootBeTcTBYeT Tpebopanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [TpoeepeHo:Naresh Kumar | Onpo6peHo: MeHemkep /
Ankit Q PykoBoaurens :Manoj Kumar
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Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
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www.drreddys.com

CEPTUDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MN6yxauH®, TabieTKH, IOKPLITHIE MIeHOYHO 060104K0ii, 400Mr + 325mr

Batch No / Cepust Ne : V2200927

Batch Quantity / Oobem maptun : 776.0 Kg

040001573135, 890001591588

Analytical Report No / AnanuTuueckuii ordyer No :

Date of Analysis / /laTta ananusa: 23.05.2022

Date of Manufacture / [{laTa nponuzBoactra : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Ananus nposegen no H/: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. No 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobnonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6iee yucno
a3pobHbIX
MUKPOOPraHU3mMoB

b) Total combined
yeasts and mould
count / Obwee 4yncno
OPOXOKEBBIX U
MnecHeBbIX rpnbos

c) E. coli

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

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

Absent / OtcytcTBYeT

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/
IIpumeuanue: [IponykT coorBercTBYeT TpeboBaHmsm HJJ

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by /
I'loarotosneHo:

Checked by /
[IposepeHo:Naresh Kumar

&
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Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Manoj Kumar
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CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnanu®, TabaeTkH, NOKPLIThIE NJIEHO4YHO# 000104K0H, 400mMr + 325Mr

Batch No / Cepus Ne : V2200927 Batch Quantity / O6bem mapTum : 776.0 Kg

Analytical Report No / Arannruuecknif oryer Ne : Date of Analysis / JlaTa ananusa: 23.05.2022
040001573135, 890001591588

Date of Manufacture / lata npousBoacTpa : Apr-2022 | Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananun3s nposeaen no HJ[: [1 N011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoQHOCTE 2.8 MokasaTtens npuemnemocTn (AV)
003MpoBaHNg JOoImKeH BbITb He Gonee 15,0.
[buprofen /
nbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MokasaTtenb npuemremocTtu (AV)
napaueTamorn JOMmKeH bblTb He Gonee 15,0.
10 |Assay/ 390.5 mg 360 to 440 mg of CizH1s02
KonuyecteeHHoe (Ibuprofen) per tablet /
onpepeneHve Ot 360,0 mr go 440,0 mr Cq3H+50:
(nbynpodpeH) B Tabnetke
325.42 mg 2925 to 357.50 mg of CgHNO-
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHgNO;
(napauetamon) B Tabnetke

|~

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tlpumeyanue: [TpoayKT cooTBeTCTBYET Tpebosanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosnieHo: [Mpoeepeno:Naresh Kumar | Omo6peno: Menemxep /
Ankit ) PykosoauTens :Manoj Kumar
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyka1uH®, TabaeTKH, NOKPBITHIE IJIEHOYHOH 06010uKoi, 400Mr + 325Mr

Batch No / Cepust Ne : V2200927 Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHajuTu4yeckuii oryer No : Date of Analysis / [{laTa ananmu3a: 23.05.2022
040001573135, 890001591588

Date of Manufacture / Jlata npoussoacrsa : Apr-2022  |Date of Expiry / Cpok rognocTu :Mar-2027

Analysis performed according ND / Ananu3 npoBeges no H/: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / No 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MNBX/Al 6nnuctep. Mo 1, 2 unn 20

B MBX/Al 6ninctep. Mo 1 OnNCTEpOB B NadKy KAPTOHHYHO
OnucTepy B nadky BMECTE C UHCTPYKLMEn rno
KapTOHHYIO BMecTe C NPUMEHEHUIO.

WHCTPYKUMWER no

NPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cooTteetcTteum ¢ H/I

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

XpaHeHve Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumevanue: [Iponykt coorserctyeT TpeGosanusam HJI | 3akmoduenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: Iposepeno:Naresh Kumar | Ompobpeno: Menemxep /
Ankit & Pykxopoaurens :Manoj Kumar
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