Dr.Reddy’s ":'

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
SIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NUOoykaun®, TabneTku, NOKPbIThIE N1eHOYHOIT 000J104K0ii, 400Mr + 325mMr

Batch No / Cepus Ne : V2202072

Batch Quantity / Oobem naptuu : 776.0Kg

040001657173,890001620672

Analytical Report No / AnanuTuyeckuii oTuer Ne :

Date of Analysis / laTta ananu3a: 13.10.2022

Date of Manufacture / /lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rogsoctu :AUG-2027

Analysis performed according ND / Ananus uposened no HJ[: 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, 13m. Ne 2 o1 23.09.2019)

S. | Test
No

Result

Specification

1 |Description / OnucaHnue

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

on cross section- white core /

TabneTku KancynosuaHon
dhopmbl, NoKpbITbIE
NIEHOYHON obornoykon

OpaHXeBoro LBeTa, C puUckomn
Ha OQHOW CTOpPOHE;, Ha
rnonepe4YyHom paspese — A4po
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosuaHoW
dopmbl,  NOKpbITbIE  MNEHOYHOMN
000fIOYKON OpaHXeBOro LBeTa, C
puckoiA Ha OJHOW CTOpOHEe;, Ha
nonepeyHoM paspese —  a4po
Bernoro unu no4Tn 6enoro ugeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

JaTa: 13.10.2022

Jara: 13.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneno: " [TpoeepeHo: Pardeep Kumar | Ono6peno: Menenxep /
Ramakant A U& ﬂ,qj? Pyxosoaurtens :Amit Kumar
l-;]}* y == A
L _ _ —
Print Date: Print Date: Print Date:
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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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

Noykanu®, TabneTkn, NOKpbITHIE MJIeHOUYHOH 000104KO0, 400mr + 325mr

Batch No / Cepust Ne : V2202072 Batch Quantity / O6sem naptum : 776.0Kg

040001657173,890001620672

Analytical Report No / AHanuTu4yeckuii oTuer No : Date of Analysis / lata ananu3a: 13.10.2022

Date of Manufacture / JlaTa II[_)OPBBO)JCTBZI : SEP-2022 |Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Auanu3 nposenen o 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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[MoanuHHoOCTL B cooTBeTCTBUN C
onuncaHvem

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 ygepxmBaHUSA OCHOBHbIX
N1KoB Ha Xpomartorpamme
NCMbITyeMOro pacteopa  AOSXKHbI
COOTBETCTBOBATL BpeMeHam
yaepxusaHus nnkoB Ha
XpomaTtorpamme pacTeBopa
CTaHAapTHbIX obpa3uoBs
noynpodeHa wn  nNapauetamona
(paspen «KonuuyecteeHHoe
onpeaeneHne»)

3 |Average weight and 973.2mg
mass uniformity /
CpenHsasa macca n
O[HOPOAHOCTL MO
macce

Complies /cooTBeTCTBUU C

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorseTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3axkmwouenune: OQJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneHo: " I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep /
Ramakant ) | D‘tnT \(_, Pykosoautens :Amit Kumar
‘3&1‘ = — o=
i
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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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

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

M6ykaun®, TabieTku, NOKPbIThIE M1eBouHoil 060n04Koii, 400mr + 325mr

Batch No / Cepust Ne : V2202072

Batch Quantity / O6bem naprun : 776.0Kg

040001657173,890001620672

Analytical Report No / Ananurudeckuii oruer No :

Date of Analysis / Jlata ananu3za: 13.10.2022

Date of Manufacture / /lata npoussoactsa : SEP-2022

Date of Expiry / Cpok roanoctn :AUG-2027

Analysis performed according ND / Ananu3s nposenen mo HJI: 11 N011252/01-110717 (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)

4 |Disintegration /
PacnapaemocTb

09 minutes 06 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactsopeHune

95% - 100%

96% - 102%

NLT 70% (Q) Ci3H1O2 (lbuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodeH) yepes 30 MUH

C13H1802

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

He meHee 70 % (Q) CsHsNO:2

(napauetamorn) yepes 30 MUH

6 |Related substances /
PoactBeHHble npumecu

0.03%

0.0003%

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

7 |Water/Boga

1.5%

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooTsetcTByeT TpeGopanuam HJI | 3akmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep /
Ramakant \d ‘ PykoBoaurens :Amit Kumar
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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

CEPTHOHUKAT AHAJIN3A

www.drreddys.com

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUoykanu®, TabJeTKH, NOKPBLIThIE MNIEHOUHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202072

Batch Quantity / O6bem naptun : 776.0Kg

040001657173,890001620672

Analytical Report No / AHanuTn4ecikuii oTyer Ne :

Date of Analysis / [lata ananu3a: 13.10.2022

[Date of Manufacture / Jlata npouspoacrsa : SEP-2022

Date of Expiry / Cpox roggocru :AUG-2027

Analysis performed according ND / Ananu3 npoBejieH o HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. No 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonorndyeckas
yncToTa

a) Total aerobic
microbial count /
Obulee yncrio
a3pobHbIX

| MMKPOOPraHu3Mos

b) Total combined
yeasts and mould
count / Obuwee vncno
OPOXOKEBbLIX U
nnecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTtcyTcTBYyeT

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
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT cootseTcTBYET TpeGosanusm HJ[ | 3axmodenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotroBneHo: ‘ﬂ% ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant ~) \...{}\~ f PykoBoauTens :Amit Kumar
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

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

HNoykauu®, TabaeTku, NnOKpbITHIE MIEHOYHOIH 000J104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2202072 Batch Quantity / O6bem naptun : 776.0Kg

040001657173,890001620672

Analytical Report No / AHanuTnyeckuii oTuer Ne : Date of Analysis / laTa ananusa: 13.10.2022

Date of Manufacture / Jlata npou3Boacrsa : SEP-2022 |Date of Expiry / Cpok roagnoctu :AUG-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

|9 [Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
{ OaHopogHOCTb 1.8 MokasaTtenb npuemnemocTu (AV)
4031poBaHng JoImkeH bbITb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.8 not more than 15.0 /

Paracetamol / MokasaTensb npuemnemocTtu (AV)
napavetamon LomkeH ObITb He bonee 15,0.

10 [Assay/ 397.4 mg 360 to 440 mg of CiHis0:
KonunuyecteeHHoe (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr C43H02

(nbynpodcheH) B Tabnetke
326.16 mg

2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /

O1 292,5 mr po 357,5 mr CgHoNO2
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorsercTByet Tpebopanusam HJ | 3akmoyenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: IIposepeHo: Pardeep Kumar | Ono6peHo: Menemxep /
Ramakant ".CO& _ PykoBoautens :Amit Kumar
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CEPTUOUKAT AHAJIU3A

Product : ib_uclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabreTKH, HOKPLITHIE NIEHOYHOH 000/104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2202072 Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AHanuTH4ecKHii oTueT No @ Date of Analysis / /laTa ananusa: 13.10.2022
040001657173,890001620672

Date of Manufacture / lata nponsBoacrsa : SEP-2022 |Date of Expiry / Cpok roanoctu :AUG-2027
Analysis performed according ND / Anaaus nposegen mo H/I: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. No 2 o1 23.09.2019)

11 ‘ Package / Ynakoeka |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. / Mo 10 TabneTok

a carton. / Mo 10 Tabnetok |8 MNBX/Al 6nuctep. o 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 6NUCTepoB B Nayvky KAPTOHHYHO
6nucTepy B nayky BMeECTE C MHCTPyKLuen no
KapTOHHYIO BMecTe ¢ NPUMEHEHNUIO.

WHCTpPYKUMEl no

NPUMEHEHMUIO.

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

XpaHeHve Mpwu Temnepartype He Bbile 25 °C.
14 | Shelf life / Cpok 5years /5 net
rOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykT cooTsercTByeT Tpebopanusam HJ| | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: p [Tposepeno: Pardeep Kumar | Ono6peno: Menenxep /
Ramakant /) ¢ . PykogoagTens :Amit Kumar
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