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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page 1of 6 /Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoyknnu®, TabJeTKH, MOKPbIThIE NJIeHOYHOIT 000/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300646

Batch Quantity / O6bem naptuu : 776.0 KG

040001819108

Analytical Report No / Ananurnyeckuii oTyer Ne :

Date of Analysis / [lata anaausa: 30.04.2023

Date of Manufacture / laTta npoussoacrsa : Mar-2023

Date of Expiry / Cpok roasoct : Feb-2028

Analysis performed according ND / Anann3s npoeenen mo HJI: IT N011252/01-300522

No Test / ITokazaTean

Results/ Pe3yabTaTh!

Specification / Hopma

1 |Description/ OnucaHue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancynoBHWAHOH (OpMbl, MOKPbITHIE
MJICHOYHOH O0OJOYKONH OpaHkKeBOro
UBETa, ¢ PUCKOIl Ha OHOI CTOpOHE;
Ha TONEpeYHOM paspese SApo
Oesnoro uBera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancynoBHAHOM hopmbl,
NIOKPBITbIE NJeHOYHOU obonoukoi
OpaHXeBOro MBeTa, C PHUCKOI Ha OJHOM
CTOpOHE; Ha IONEPEYHOM pa3pese — spo
0eIoro Uiy royTH Oesoro 1BeTa.

Remarks: The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusM HJI

Opinion: APPROVED
3akmaouenue: OJIOBPEHO

Prepared by
IloarorosieHo:

Pardeep Kumar 4,{

Checked by /
[TpoBepeHo; Himesh Kumar

\

Approved by: Manager/Executive
/Opo6peno:Menekep/Pykgso
enb : Manoj Kumar éj et

Reprint Date:30.04.2023
JlaTa:

Reprint Date: 30.04.2023
Jara:

Reprint Date: 30.04.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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
Noykaun®, TabaeTKH, NOKPbIThIE INIEHOYHOI 060104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300646

Batch Quantity / O6bem naptum : 776.0 KG

040001819108

Analytical Report No / AHaimTuyeckuii oT4yer Ne :

Date of Analysis / JlaTa ananusa: 30.04.2023

Date of Manufacture / lata npoussoacrea : Mar-2023

Date of Expiry / Cpok roasocty : Feb-2028

Analysis performed according ND / Anaiau3 nposeaen mo H: [T N011252/01-300522

2 Identification /
[ToanuHHOCTD

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 ynepk1BaHHsl OCHOBHBIX MHKOB
Ha Xpomatorpamme UCITLITYEMOTO
pacTBopa  JO/KHBI ~ COOTBETCTBOBATH
BpEMEHAM  YJep)KMBaHWS NHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpa3ioB uOynpodeHa U Tmapaietamosnia

CpenHsist Macca
TabneTok

(paznen «KonnyecTBeHHOE
onpeaeneHue»)
3 |Average tablets weight 968.4 mg/ 968.4 mr 940.9 mg to 999.1 mg

(970.0 mg +3%) /
Ot 940,9 MT o
(970,0 Mr + 3 %)

999,1 MT

Remarks: The Product conforms to ND/
Ilpumeuanne: [IpoaykT cootBeTcTBYET TpeboBaHusaM HJI

Opinion: APPROVED
Zakawuenne: OJJOBPEHO

Prepared by

[Toarorosnexo: o
Pardeep Kumar (:Jj-—

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive

/Onobpeno:Menemxep/PykogoauT,
enb : Manoj Kumar W
L

Reprint Date:30.04.2023
Hara;

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE GF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3 of 6/ Crp.3 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykauH®, TabaeTKH, NOKPBLITHIE MJIeHO4YHOoIt 060.104Ko0ii, 400 Mr + 325 mMr

|Batch No / Cepust Ne : V2300646 Batch Quantity / Oobem naptuu : 776.0 KG
Analytical Report No / Ananuruuecknii oryer Ne : Date of Analysis / [laTa anaiausa: 30.04.2023
040001819108

Date of Manufacture / Jlata npoussoacrsa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Anaau3 nposeaen no HJI: I1N011252/01-300522

4 |Disintegration / 07 min /mu / 38 sec/muH Not more than 30 minutes /
Pacnanaemocts He 6onee 30 muH

5 |Dissolution / Not less than 70% (Q) CizHisO,
PactBopeHHe 99% to 103% (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CpiHisOo
(woynpoden) uepes 30 mun

Not less than 70% (Q) CsHoNO,
98 % to 103% (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramoun) yepes 30 MHH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTBeHHbIE TPUMECH 0.0002 % 4-amnHoderon (MpUMech mapaneramora)
Method 1/ Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jhiobas  egunHHuHas
npUMeECh (ubynpodena UK

napateTramona) - not more than 0.3% /
He Oonee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma mpumeceii (Meton 1 + Merog 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeuanue: [Ipoaykr cootBeTcTByeT TpeboBanuam HJJ 3akmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[MToaroToBNACHO: [Ipoeepeno: Himesh Kumar /Onobpeno:Menemxep/PykoBou
Pardeep Kumar =l 9—3—”4:‘ enb : Manoj Kumar 3&‘;‘5@
. e
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Jara: Jlara: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanH®, TabdaeTKky, HOKPbIThIE ILIEHOYHOI 060104K0il, 400 mr + 325 mr

Batch No / Cepus Ne : V2300646 Batch Quantity / O6bem naptum : 776.0 KG
Analytical Report No / Ananuruyeckuii ordyet No : Date of Analysis / laTta anaausa: 30.04.2023
040001819108

Date of Manufacture / JlaTa npon3BoacTea : Mar-2023 |Date of Expiry / Cpok rognocry : Feb-2028

Analysis performed according ND / Anann3 nposegen mo H/I: ITN011252/01-300522

7 |Water/ Boga 1.4% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OIHOPOIHOCTE [NoxazaTens npuemnemMocty (AV) nomkeH
JO3UPOBaHNS ObITb He Oonee 15,0
- Ibuprofen /u6ynpoden

Acceptance value (AV) should be not
more than 15.0/

- Paracetamol/ [Tokaszarens npuemaemocti (AV) nomkex
napaweTamorn 1.1 OBITH He Dosee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanne: [Tpoaykr coorsercTByeT TpebGoBanusam HJT 3axmoyenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToarotoBneHo: {1 [Tposepeno: Himesh Kumar /Onobpeno:Meunemxep/PykoBoauT,
Pardeep Kumarc—y—"" CBA”’Q enb : Manoj Kumar @Qﬂff)
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Jara: 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: L85135AP1984PLC004507
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page Sof 6/ Ctp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabaeTku, NOKPbIThIE MJIEHOYHON 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300646

Batch Quantity / O6bem naptuu : 776.0 KG

Analytical Report No / Anaauruyeckuii oTyet No :
040001819108

Date of Analysis / laTa anaan3a: 30.04.2023

Date of Manufacture / lata npousBoacTsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananu3 nposegen nmo HJI: I1 N011252/01-300522

9

Microbial limits /
Mukpobuonoruyeckas
YUCTOTA

a) Total aerobic
microbial count /
O61uee 4Kcno
a’pOOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ OBee yucio
JPONOKEBBIX U
TUIECHEBBIX IPHOOB

¢) E. coli

Less than10 CFU/g /
Menee 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 / OtcyrcTBUE B
Ir

Remarks: The Product conforms to ND/
Ilpumedanue: [Iponykrt cootBercTByeT TpeboBanusam HJL

Opinion: APPROVED
3aknwoyenne: OJJOBPEHO

Prepared by

[ToarorosneHo: f
Pardeep Kumar —

Checked by /
IIpoeepeno: Himesh Kumar

=3

Approved by: Manager/Executive
/Ono6peHo:MeHemxep/PykoBouT

enb : Manoj Kumar
Imagtise

Reprint Date:30.04.2023
Jara:

Reprint Date: 30.04.2023

Reprint Date: 30.04.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page 6 of 6/ Cp. 6 u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabgeTk, NOKPBITHIE IIEHOYHOI 0600uKoi, 400 mr + 325 mr
Batch No / Cepuna Ne : V2300646 Batch Quantity / Oonbem naptnu : 776.0 KG
Analytical Report No / Ananutuyecknii oryer No : Date of Analysis / [lara ananausa: 30.04.2023
040001819108
Date of Manufacture / Jlata nponsoacrsa : Mar-2023 [Date of Expiry / Cpok rognocty : Feb-2028
Analysis performed according ND / Ananuz nposeaen mo HJ: ITN011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3His02
Konnuectsennoe 396.5 mg/ 396.5 mr (Tbuprofen) per tablet /
ornpeJeneHue Or 360,0 mMr mo 440,0 mr Cj;3Hi0,
(ubynpodeH) B Tabnerke
2925 to 3575 mg of CsHoNO;
322.52 mg/ 322.52 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO;
(napaieramoJ) B Tabnerke
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. / Tlo 10 |in a carton. / [To 10 Ttabnerok B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [lo 1  |6nuctep. [lo 1, 2 wnu 20 6aucTtepoB B
Onuctepy B MadyKy KapTOHHYIO |Mauky KapTOHHYO BMECTE c
BMECTe ¢ MHCTPYKUHUEH MHCTPYKUUEH 110 IPUMEHEHHIO.
10 NIPUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cootsercTBum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I1pu Temneparype He Boite 25 °C.
14 | Shelf life / Cpoxk S years / 5 net
T'OJIHOCTH

Remarks: The Product conforms to ND/

Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion: APPROVED
3aknawuenune: OJJOBPEHO

Prepared by

Checked by /

Approved by: Manager/Executive

IToarorosneHo: )
Pardeep Kumar .. —

ITpoeepeno: Himesh Kumar

/O no6peHo:MeHemxep/PykosoAuy

Manoj Kumar

Doyl

Reprint Date:30.04.2023
Jara:

CJIb
Reprint Date: 30.04.2023 Repri
Hara: JHara:

nt Date: 30.04.2023
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