Dr.Reddy’s ‘;'.

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

Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 10f 6/ CrTp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabjeTKH, NIOKPBIThie IJIEHOYHOI1 060.104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300459

Batch Quantity / O6bem naptuu : 762.4 KG

040001808249

Analytical Report No / AHanuTH4YecKnH oT4eT No :

Date of Analysis / lata ananuza: 12.04.2023

Date of Manufacture / lata nponszBoactsa : Mar-2023

Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Anann3 npoeeaen mo HJ/I: IT N011252/01-300522

Ne Test / [TokazaTean

Results/ Pe3yiabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KarncyJloBUAHONW (OpMBbI, MOKPHITHIE
NUICHOYHOH 00O0JIOUKOH OpaH)KEBOTO
LBETa, C PUCKOM HA OJHON CTOPOHE;
Ha TIOMepeyHoOM paspe3e — sJpo
0eJIoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancyJOBHAHOMN bopmbl,
NOKPBITHIE TUIEHO4HOH o6onouxoi
OpaH)XEBOTO [BETA, C PUCKOH Ha OJHOMH
CTOpOHE; Ha NONEPEUHOM pa3pese — sapo
6enoro Wiy o4ty 6enoro LBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeyanue: [Tpoaykt coorsercTByeT TpeGosanusim HJI 3axmouenune: OOBPEHO

Prepared Checked by / . | Approved by: Manager/Executive
bylloarorosneHo: Pravesh | IIposepero: Naresh Kumar & /Ono6peHo:Menemxep/PykoBoanT
Rana g = - | enp :Manoj Kumar ;M
Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023

Hara: Jara: Hara:

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabaeTKH, NOKPhIThIC IEHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300459

Batch Quantity / Oobem napruu : 762.4 KG

040001808249

Analytical Report No / AHaauTu4yeckuii oTuet No :

Date of Analysis / laTa ananu3a: 12.04.2023

Date of Manufacture / /lata npoussoacrsa : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Auann3 nposenen mo HJ/I: I1 N011252/01-300522

2 Identification /
IToanuHHOCTB

Complies as prescribed/
CooTBeTcTBYET

The retention times 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 yzepikvBaHHsS OCHOBHBIX MTHKOB

Ha XpoMaTtorpamme HUCOBITYEMOT'O
pacTBopa JOJIXHBI COOTBETCTBOBATH
BpEMEHaAM  YIACpXHBaHHA  NHKOB Ha

XpoMmarorpaMMe pacTBOpa CTaHAAPTHBIX
obpaszuoB ubynpodeHa ¥ napaneramoa

(paznen «KonuecTBeHHOE
onpeneNeHue)
3 |Average tablets weight 974.1 mg/974.1 mr 940.9 mg to 999.1 mg
Cpennss Macca (970.0 mg £+ 3%) /
TabneToK Or 9409 wmMr pmo 999, Mr
(970,0 Mr + 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [IpoaykT cootBeTcTBYET TpeboBanuaM HJI 3akmodenne: OITOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneHo; Pravesh | [Tposepeno: Naresh Kumar @ /OpobGpeno:Menemxep/PykopQant
Rana A | ens :Manoj Kumar "\h zé_u:é
Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023
Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknuH®, TableTkH, NOKPbITHIE MUIEHOYHOH 00004K0ii, 400 Mmr + 325 mr

Batch No / Cepusi Ne : V2300459

Batch Quantity / O6bem naptuu : 762.4 KG

040001808249

Analytical Report No / Ananntudecknii order No :

Date of Analysis / Jlata ananusa: 12.04.2023

Date of Manufacture / lata npousBoacTsa : Mar-2023

Date of Expiry / Cpok rogHocru : Feb-2028

Analysis performed according ND / Anann3s nposegen no HJ/I: I1 N011252/01-300522

4 |Disintegration /
Pacnagaemocts

06 min /mu / 11 sec/MuH

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
Pacteopenne

99% to 103%

96 % to 101 %

Not less than 70% (Q) Ci3HisOs
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3sHis0;
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He w™enee 70 % (Q) GCsHoNO;
(napaueramon) yepe3 30 MUH

6 |Related substances /
PojcTBeHHbIE TPUMECH
Method 1/ Metox 1

Method 2 / Metopn 2

0.0001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (MpUMeCh NapaleTaMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwbas  enuHUUHAas
MpUMeCh (ubynpodena WU
napareramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Merton 1 + Merop 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumevanue: [TpoaykT cooTBeTCTBYET TpeGoBaHUsIM HJT 3akmoyenne: OJOPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoeneHo: Pravesh | IIpoeepeno: Naresh Kumar @ /Onobpeno:Menekep/PykoBoanT
Rana f}- — | enp :Manoj Kumar ;

Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023

Hara: Hara: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NOKPBITHIE ILIEHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2300459

Batch Quantity / O6bem maptuu : 762.4 KG

040001808249

Analytical Report No / Ananurnyeckuii oTyer Ne ¢

Date of Analysis / laTa ananuza: 12.04.2023

Date of Manufacture / laTta npousBoacrea : Mar-2023

Date of Expiry / Cpok roasoctH : Feb-2028

Analysis performed according ND / Ananu3s npoened mo HJI: I1 N011252/01-300522

7 |Water / Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.6 more than 15.0/
OnHOpOAHOCTH [Tokazatens npremiaeMocTd (AV) nomkeH
JIO3UPOBAHUS 6bITh He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [TokazaTens npuemneMoct (AV) 10KeH
napaueTamon 1.6 65ITh He Oonee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusaM HJI 3akuoyenne: OJJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Pravesh | [IpoBepeHo: Naresh Kumar @ /Onobpeno:Menemxep/PykoBoant
Rana f2 — | en :Manoj Kumar

Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023

Hara: Hara: Jlara:

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
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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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page S of 6/ Crp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauu®, TabeTKU, NOKPbIThIE NIeHOYHOl 000104Ko0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300459

Batch Quantity / O6nem naprtuu : 762.4 KG

Analytical Report No / AsaguTrnyeckuii oryer Ne :
040001808249

Date of Analysis / J/laTa ananusa: 12.04.2023

Date of Manufacture / JaTa npou3sBoacra : Mar-2023

Date of Expiry / Cpok roguocrtu : Feb-2028

Analysis performed according ND / Ananu3 nposegen mo HJI: TIN011252/01-300522

9

Microbial limits /
Mukpobuonoruueckas
YUCTOTA

a) Total aerobic
microbial count /
O61ee 9ucno
a’pOOHBIX
MHKPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
JPOMOKEBBIX H
TUIECHEBBIX [PUOOB

c¢) E. coli

10 CFU/g /
10 KOE/r

Less than 5 CFU/g/
Menee 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 lg / OtcyTcTBHE
1r

Remarks: The Product conforms to ND/ Opinion: APPROVED
INpumeqanue: [TpoaykT cootBeTcTBYeT TpeGoBanusiM HJT 3akmoyenue: OIOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarorosneHo: Pravesh | [Ipoeepeno: Naresh Kumar&( /OnoGpeno:Menemxep/PykoBoant
Rana ) -~ | enp :Manoj Kumar w
Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023

Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 6 of 6/ Cp. 6 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabaeTKH, MOKPbIThIE NJIeHOYHOH 060104K0ii, 400 Mr + 325 Mr
Batch No / Cepusi Ne : V2300459 Batch Quantity / O6bem naptuu : 762.4 KG
Analytical Report No / Avanutnyeckuif otuer No : Date of Analysis / /lata ananun3a: 12.04.2023
040001808249
Date of Manufacture / lata npousBoactea : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028
Analysis performed according ND / Ananu3 npoBegen mo HJI: I1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci;3His0,
KonnuecTseHHOE 400.6 mg / 400.6 mr (Ibuprofen) per tablet /
ornpeneneHue Ot 360,0 mr po 440,0 mr C;3HisO»
(ubynpodeH) B Tabnerke
292.5 to 357.5 mg of CsHoNO,
326.50 mg/ 326.50 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHoNO,
(mapaneramon) B TabJeTKe
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |[in a carton. / ITo 10 Tabnetox B [IBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6mucrep. Tlo 1, 2 unu 20 6nuctepoB B
OnmMcTepy B Mayky KapTOHHYK |madky KapTOHHYIO BMECTe c
BMECTE C HHCTPYKIHEH WHCTPYKIIHEH 10 MPUMEHEHUIO.
110 NIPUMEHEHHUIO.
12 | Labeling / Mapxuposka| According to ND. / B cootBetctBu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne [Tpu TemnepaType He Boile 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner
rOHOCTU

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: [Tpoaykt cootercTByeT TpebGoBanusm HJI 3axmrouenne: OJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloaroroBineHo: /Pravesh [IpoBepeno: Naresh Kumar @ /Onobpeno:Mene mkep/PyKOROANT,
Rana 7. enb :Manoj Kumar @gﬂ
Reprint Date: 12.04.2023 Reprint Date: 12.04.2023 Reprint Date: 12.04.2023

Jlara: Jara: Jlara:
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