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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 ; 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabaeTkH, NOKPbITHIE IIEHOYHOIH 000J04Ko0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2200394

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / Aranurnyeckuii oruer Ne :
040001537902, 890001578118

Date of Analysis / laTa anamm3a: 12.03.2022

Date of Manufacture / laTa npousBoactsa : Feb-2022

Date of Expiry / Cpok rognocts :Jan-2027

Analysis performed according ND / Auanus nposenen mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 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 /
TabneTku KarcynoBugHoOn
chopmel, MoKpbITbIE
MAeHoYHON ocbonoukoin

OpaHXXeBoro LiBeTa, C PUCKOM
Ha OAHOW CTOPOHE; Ha
nonepeYvyHoM paspese — A4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBuaHoOR
chopmbl,  MOKpbITBIE  NNIEHOYHOW
000NoO4YKON OpaHXXeBOro LuBeTa, C
puckoli Ha OOHOW CTOPOHE; Ha
nornepeyHoM paspese —  A4po
©enoro unu noytTu 6enoro UseTa

Remarks : The Product conforms to ND/
Ilpumeyanue: IIpoaykr cootBercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IloarorosieHo:

Ankit
-

Checked by /
[IpoBepeHo:
Pardeep Kumar

J;

Approved by: Manager/Executive /
Onob6peHo: Menenxep /f
PyxoBogutens Z
Abhishek Chauhan

Lo

Print Date:
Jara: 12.03.2022

Print Date:
Hara: 12.03.2022

Print Date:
JHaTa: 12.03.2022
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CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabieTKH, NOKPbIThIe MJIeHOYHOH 00os10uKoii, 400mr + 325mr |
Batch No / Cepust Ne : V2200394 Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / AnanuTu4eckuii otuer Ne : Date of Analysis / JlaTa ananu3a: 12.03.2022
040001537902, 890001578118

Date of Manufacture / Jlata npoussoacrsa : Feb-2022  |Date of Expiry / Cpok rognocru :Jan-2027
Analysis performed according ND / Ananu3s nposeaen no HJI: [TN011252/01-110717 (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 / a) Complies as prescribed/ |The retention time of the main peaks
MogAHHOCTb B cooTtBeTCcTBUMK C on the chromatogram of the test
OnucaHuem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHWs OCHOBHbIX

MMKOB Ha XpomaTorpamme
UCMBLITYEMOro  pactesopa  [OIMKHbI
COOTBETCTBOBATL BpeMeHam
yaepXusaHus NYKOB Ha
XpomaTorpamme pacteopa
CTaHgapTHbIX obpasuoB
noynpocpeHa u  napaueramona
(pasgen «KonunyecteeHHoe
|onpenenexvne»)
3 |Average weight and 966.5 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpegHsasa macca n Or 9409 wmr pgo 9991 wr
OLHOPOAHOCTL NO (970,0 mr = 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT £+ 10% /
2/20 Tabnetok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanmue: ITpoaykT cootsercTByeT TpebosanmsaM HJ | 3akmoduenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Execufive /
IToaroroBnexo: [IpoBepeHo: OnobpeHo: Menemxep,/
Ankit Pardeep Kumar PyxoBoautens l
/Ap ) Qﬁ—: Abhishek Chauhan ([~ ¥~
Print Date: Print Date: Print Date:
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022
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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
www.drreddys.com

CEPTUDHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnuu®, tabaeTku, NOKPLITHIE JIEHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200394

Batch Quantity / O6bem naptun : 776.0Kg

040001537902, 890001578118

Analytical Report No / AnanuTuueckuii oryer Ne :

Date of Analysis / laTa anaau3za: 12.03.2022

Date of Manufacture / JaTa npousBoacTsa : Feb-2022

Date of Expiry / Cpok rognoctn :Jan-2027

Analysis performed according ND / Ananu3 npoeegen mo HJ[: [T 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)

4 |Disintegration /
Pacnapaemoctb

10 minutes 21 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHue

98% - 103%

97% - 102%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisH10O2
(nBynpodpeH) yepes 30 MuH

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

He wmeHee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTteeHHbIe npumecH

0.03%

0.0002%

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

7 |Water/ Bopa

1.5%

Not more than 5.0% /
|le Gonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanusam HJ[ | 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTorneHo: [IpoBepeno: Omo6peno: Meunemiep /
Ankit Pardeep Kumar PykoBogutens /

ﬁ Qﬁ/ Abhishek Chauhan /(_ f[
Print Date: Print Date: Print Date:
Harta: 12.03.2022 Jara: 12.03.2022 Jata: 12.03.2022
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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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabjieTKH, MOKPLIThIE MJIEeHOYHOH 060104K0MH, 400Mr + 325mr

Batch No / Cepus Ne : V2200394

Batch Quantity / Oobem mapruu : 776.0Kg

040001537902, 890001578118

Analytical Report No / Ananutudyeckuii oruer Ne :

Date of Analysis / /laTa ananuza: 12.03.2022

Date of Manufacture / lata nponszBoacrsa : Feb-2022

Date of Expiry / Cpok roanoctn :Jan-2027

Analysis performed according ND / Ananu3s nposegen mo HJ: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpoburonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lee uncno
a3pobHbIX
MWKPOOpPraH1M3mMos

b) Total combined
yeasts and mould
count / ObLee yncno
OPONOKEBBIX U
MnecHeBbIX rpMboB

c¢) E. coli

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

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

Absent / OTtcyTcTByeT

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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TponykT cootBeTcTBYeT Tpebosanusam HJI | 3akmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: . Onobpeno: Menemxep / .
Ankit Pardeep Kumar _'L PykoBoaurens /({

ﬁ = Abhishek Chauhan
Print Date: Print Date: Print Date:
Hara: 12.03.2022 Hata: 12.03.2022 Hara; 12.03.2022
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknua®, TableTKH, MOKPHITHIE N1IeHOYHOH 000/104K0ii, 400mMr + 325mMr

Batch No / Cepus Ne : V2200394

Batch Quantity / O6bem naprun : 776.0Kg

040001537902, 890001578118

Analytical Report No / AHanuTu4yecknii oryer Ne :

Date of Analysis / JlaTa ananuza: 12.03.2022

Date of Manufacture / Jlata npousBoactsa : Feb-2022

Date of Expiry / Cpok roaHoctu :Jan-2027

Analysis performed according ND / Anasiu3 nposenen no H: [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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTb 1.2 Mokasatenb npuemnemocTu (AV)
003u1poBaHns JorkeH 6bITh He Bonee 15,0.
Ibuprofen /
noynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 MokasaTtenb npuemnemoctyu (AV)
napaudetamon nomkeH ObiTe He 6onee 15,0.
10 |Assay/ 402.5 mg 360 to 440 mg of Ci3H1s02
KonnyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodpeH) B TabreTke
318.50 mg 292.5 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[loarorosneHo: IIposepeno:
Ankit

Approved by: Manager/Executive /

OnobpeHo: Mmen:&cepj \

Pardeep Kumar [ PykoBoaurens / ~
@-ﬁ——- Abhishek Chauhan (L B

Print Date:
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Print Date:
Hata: 12.03.2022

Print Date:
Hara: 12.03.2022
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkaun®, TabaeTKH, OKPBITHIE NIEHOYHOH 060104K0i1, 400Mmr + 325Mmr

Batch No / Cepna Ne : V2200394 Batch Quantity / O6sem napTuu : 776.0Kg

Analytical Report No / Ananurnuecknii orger Ne : Date of Analysis / lara anasiu3a: 12.03.2022
040001537902, 890001578118

Date of Manufacture / IaTa npousBoacrsa : Feb-2022  |Date of Expiry / Cpok roanocrn :Jan-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 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. / Mo 10 TabneTtok
a carton. /o 10 Tabnetok  |B INBX/Al 6nuctep. Mo 1, 2 unn 20

B NBX/Al 6rnncrep. Mo 1 BnUCTEPOB B NaYKy KAPTOHHYLO
Gnuctepy B navky BMeCTE C MHCTPYKLMEN no
KapTOHHYO BMECTe ¢ NpUMEHEHUIO.

WHCTPYKUMER No

MPUMEHEHMNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTeum ¢ H

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

XpaHeHne MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner

rogHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: Ipoaykr coorsercrByet Tpebopanusam HI | 3axmouenne: O/OBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: IIposepeno: Onobpeno: Menenxep /
Ankit Pardeep Kumar PykoBonutens Z

ﬂ ~f— | Avhishek Cheuban (L1~
LA
Print Date: Print Date: Print Date:
Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022
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