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CERTIFICATE OF ANALY

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

SIS www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Page 1of6/Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxann®, TabaeTicn, TOKPLIThIEC MICHOYHON 06010uKO0ii, 400 Mr + 325 mMr

Batch No / Cepusi No : V2300635

Batch Quantity / Oosem naptun : 727.5 KG

040001810877

Analytical Report No / Ananmuraueckuii or4er Ne :

Date of Analysis / [{laTa aHanu3a: 17.04.2023

Date of Manufacture / Jlata mponzeoacTaa : Apr-2023

Date of Expiry / Cpox roasocts : Mar-2028

Analysis performed according ND / Anann3 nposegen no HJI: TINOI 1252/01-300522

Ne  |Test/ Ilokazarenahb

Results/ PeayabTaTbl

Specification / Hopma

I |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancynosuaHOK (GOPMEI, MOKPBITHIE
MIEHOYHOH 00070YKOH OpaHKEBOTO
uBeTa, ¢ pUCKOH Ha OAHOH CTOpOHE;
Ha TIONIEPEYHOM paspese — SAPO
6enoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancynoBUAHOH $hopmsl,
NOKPLITHIE TJIEHOYHOH obonoukoii
OpaHXKEBOTO liBeTa, C PUCKOH Ha OnHOMH
CTOpOHE; Ha TMOMEPEUHOM paspese — sanpo
Henoro unY nmouTy 6€10ro UBeTA.

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [Tpoayxr cooTseTcTByeT TpeboBanuaM HJI 3axmouenne: OHOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Pardeep | Ilposepeno: Hjmesh Kumar /Omobpexo:Menemiep/PyrosoauT
Kumar - CF}J:"J enb :Amit Kumar AN
Reprint Date:17.04.2023 Reprint Date: 17.04.2023 Reprint Date: 17.04.2023

Harta: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC004507
www.drreddys.cem




=

Dr.Reddy’s ';"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te! : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page2of 6/ CTp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTkH, NOKPLITHIE IIEHOYHOI 060m04K0ii, 400 Mr + 325 mr

Batch No / Cepna Ne : V2300635

Batch Quantity / O6bem naptun : 727.5 KG

040001810877

Analytical Report No / AHanuTHYecKku# oT4eT Ne :

Date of Analysis / laTa ananu3a: 17.04.2023

Date of Manufacture / Jlata npoussoncrea : Apr-2023

Date of Expiry / Cpok rogsocti : Mar-2028

Analysis performed according ND / Anasns nposesen no HJL: [TNOI 1252/01-300522

2 Identification /
TToanuHHOCTH

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 yiepKHBaHUA OCHOBHBIX MHKOB
Ha  XpPOMAaTOrpaMMe€  HCIIBITYE€MOro
pacTBopa  JHOJMKHbBI  COOTBETCTBOBATh
BpEMeHaM  YAepXHBaHUA DNUKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHAAPTHBIX
o6pasuoB ubynpodeHa M mapaneramona
(paszen «KonmtuecTBeHHOE
onpeneneHue»)

3 |Average tablets weight
Cpenuss Macca
TabyeTok

972.0 mg/ 972.0 Mr

940.9 mg to 999.1 mg
(970.0 mg + 3%) /

Or 940,9 wmr g0  999,1 Mr
(970,0 Mr £+ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: Iponykr coorsercTByeT TpebosaHHAM HJT 3akmouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroToneHo: Pardeep Hposepeﬂw: /0 poBpeno:Menemxep/PyKoBOAHT
Kumar | ens :Amit Kumar o \—
Reprint Date:17.04.2023 Reprint Date: 17.04.2023 Reprint Date: 17.04.2023

Jlara: Harta: 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, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mig
Hoykana®, TabaeTky, NOKPLITHIE MIEHOYHOH o6osnoukoii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300635

Batch Quantity / O6bem maprum : 727.5 KG

040001810877

Analytical Report No / Ananurideckiii oT4eT Ne :

Date of Analysis / laTa anannza: 17.04.2023

Date of Manufacture / JIata npon3soactsa : Apr-2023

Date of Expiry / Cpok roauocts : Mar-2028

Analysis performed according ND / Anaan3 npoBeeH 1o HJI: IT1N011252/01-300522

4 |Disintegration /
PacnagaeMocTh

05 min /Mn / 56 sec/MUMH

'Not more than 30 minutes /
He bonee 30 MuH

5 |Dissolution /
PacrBopeHue

102% to 103%

99 % to 103%

Not less than 70% (Q) Ci:H 1302
(Tbuprofen) dissolved in 30 minutes /

He w™enee 70 % (Q) Ci 3H 1502
(n6ynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He w™ewee 70 % (Q) CsHoNO,
(mapatietamon) yepes 30 MuH

6 |Related substances /
PoxcrBeHHblE NPUMECH
Method 1/ Merox 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amMuHOpeHON (IPHMECh NapaleTamona)
- not more than 0.005% /

He 6oiee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas enuHH4YHas
[pEMech (ubynpocdeHa WA
napanetamosa) - not more than 0.3% /

ge 6oinee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [poaykt coorercrayet Tpebosanuam HIL 3axmoyenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroeieHo: Pardeep | [IpoBepeHo: I-I‘ir{[esh Kumar 1O po6peno:MenewkepfLyROBOAHT
Kumar : e == | enp :Amit Kumar s VT
Reprint Date:17.04,.2023 Reprint Date: 17.04.2023 i Reprint Date: 17.04.2023

Hara: Hara: Hara:
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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
CEPTHOUKAT AHATH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yicann®, TabieTKH, TOKPLITHIC IIeHOYHOH 060.104KOi, 400 mr + 325 mr

Batch No / Cepust Ne : V2300635

Batch Quantity / O6bem naprun : 727.5 KG

040001810877

Analytical Report No / ARanuTHYeckuif oTuer Ne:

Date of Analysis / laTa ananuza: 17.04.2023

Date of Manufacture / Jlara npou3BoACTBa : Apr-2023

Date of Expiry / Cpok roasocts : Mar-2028

Analysis performed according ND / Auanu3 npoBejieH o HJI: 11 N011252/01-300522

7 |Water/ Bona 14 % Not more than 5.0% 7/
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0/
OnNHOPOAHOCTH Tlokazarens npuemiemocti (AV) nomxen
JIO3UPOBAHHA 6u1Th He Bonee 15,0
- Tbuprofen /u6ynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ Tokasarens npuemnemMoctd (AV) nomken
napaleTamon 1.4 6oits He Gonee 15,0

Remarks: The Product conforms to ND/
Ipameuanue: [Ipoayxr cooTsercTByeT TpeGoBanuam HJL

Opinion: APPROVED
3axaouenne: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
byl'loanOBneuo:Ear_decp Ipoeepeno: Himesk Kumar /Ono6peno:Menemxep/PykosognT
Kumar = C)l—/," ens :Amit Kumar A

Reprint Date:17.04.2023 Reprint Date: 17.04.2023 Reprint Date: 17.04.2023

Hata: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page Sof 6 /Crp. S uz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yiinn®, TabieTky, IOKPLIThiE IIeHO4YHOi 060404K0i, 400 mr + 325 mr

Batch No / Cepus No : V2300635

Batch Quantity / O6sem naprin : 727.5 KG

Analytical Report No / AHauTHYecKnii oTueT N :
040001810877

Date of Analysis / lata ananusa: 17.04.2023

Date of Manufacture / Jlata npoussoacrsa : Apr-2023

Date of Expiry / Cpok roanocts : Mar-2028

Analysis performed according ND / AnaJin3 npoBejen no H: T1 N011252/01-300522

9

Microbial limits /
Mukpobuonorudeckas
YHCTOTA

a) Total aerobic
microbial count /
Obmee yucno
a’pobHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1iee Yuco
JPOXOKEBBIX U
nJieCHeBbIX rpubos

¢) E. coli

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

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

Absent / OTcyTCTBYET

Not more than 1000 CFU/g/
He 6omnee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in 1lg / OTcyrcrBUe B
1r

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeyanne: [poaykT cooteetcTByeT TpeGoBarmsam HIT 3axmoyenne: OIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylToarotosneuo: Pardeep | [Iposepeno: Himesh Kumar /OpoGpeno:Menemiep/,PyKkoBoAHT
Kumar ~ an/——‘ enb :Amit Kumar N—
Reprint Date:17.04.2023 Reprint Date: 17.04.2023 Reprint Date: 17.04.2023

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

CEPTHOUKAT AHAJIU3A

Page 6 of 6/ Cp. 6 u3 6

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg
HMoykanH®, TabaeTiKH, NOKPbITHIE naeHouHoii o600uKoii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300635

Batch Quantity / O6bem naptuu : 727.5 KG

040001810877

Analytical Report No / Ananurayecknii oraer No:

Date of Analysis / {aTa anaausa: 17.04.2023

Date of Manufacture / /lara nponssoacrsa : Apr-2023

Date of Expiry / Cpox roanocts : Mar-2028

| Analysis performed according ND / Auanu3s npoBejieH mo HJI: T1 N011252/01-300522

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B IIBX/Al 6muctep. Ilo 1
OGnucTtepy B NAauKy KapTOHHYHO
BMECTE C HHCTpPYKIHEH

T0 IPHMEHEHHIO.

10 |Assay/ 360.0 to 440.0 mg of C;sH;0;
Konuuectsennoe 400.6 mg / 400.6 Mr (Tbuprofen) per tablet /

onpeneneHue Or 360,0 mr mo 440,0 mr Ci3H g0,

: (ubynpoder) B TabneTke
2025 to 357.5 mg of CsHoNO:

324.55 mg / 324.55 Mr (Paracetamol) per tablet /
Ot 292,5 MI oo 357,5 Mmr CquNO;

& (mapateramon) B Tabierke

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B IIBX/Al
6nuctep. Ilo 1, 2 wma 20 6nucTepos B
nauky KapTOHHYIO BMECTE (¢
HHCTPYKIHEH 110 IPAMEHEHHUIO.

12 | Labeling / Mapxuposka| According to ND. / B coorerctauu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ips Temnepatype He Bhie 25 °C.
14 | Shelf life / Cpox 5 years / S net
FOJHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpomykT cooTBeTCTBYeET TpebopanmsiM HIL 3axmouenne: OJIOGPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoBnexo: Pardeep | IIpoeepeno: Himesh Kumar /O pobpero:Menewxep/PykoBoanT
Kumar | o C:S.f//—' " | enb :Amit Kumar =
Reprint Date:17.04.2023 Reprint Date: 17.04.2023 Reprint Date: 17.04.202 il

Hara: Hara: Iara:
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