@o Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ... Formulation Unit-6
- Qe Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

MoyKkAuH®), Ta0JeTKH, NOKPLIThIE 1JIeHo4YHO# 060104K0i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2202659 Batch Quantity / O6bem maprun : 727.5kG
Analytical Report No / AnannTnyeckuii oryer Ne : Date of Analysis / laTa anannza: 04.01.2023
040001704023,890001637223
Date of Manufacture / Jlata npoussoactsa : Dec-2022 |Date of Expiry / Cpok roanocrs : Nov-2027
Analysis performed according ND / AHaJIN3 HPOBE/IeH IO HJI: TI N011252/01-300522

Ne |Test/ IlokazaTenb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanne |Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

cross section - white core. /Ta6nerki |on cross section- white or off-white core. /
Karcyn0BUAHOK (opMmbl, MokpeiThie| Tabnerku KarncyjioBUAHOH bopMl,
MIEHOUHOM O0OJIOUKOH OpaHKEBOIO|[IOKPBITHIE TUIEHO4HON o6o1oukoit
LBET4, C PUCKOIi Ha OJNHOH CTOPOHE;| OpPaHKEBOro UBETa, C puckoll Ha OmHOH

HA TIONEpPeyHOM paspese — AAPO|CTOPOHE; Ha MONEPEHHOM paspese — AAPo
Gernoro. BeTa. 6enioro UK no4TH Oenoro UBeTa.
Remarks : The Product conforms to ND/ Opinion : APPROVED
M pumeuanue: [TpopykT cooTBeTCTBYET TpebosanusM HJL 3axaoqenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarotosieHo: Naresh IMposepeno: Pardeep Kumar /O no6peno:Menemkep/PykoBoauT
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

M6ykaun®, Ta6eTKH, NOKPbIThIe IUIeHOMHOH o60.J04xkoii, 400 mr + 325 mr

Batch No / Cepnsi Ne : V2202659 Batch Quantity / O6bem maptuu : 727.5kG
Analytical Report No / AHasmTHYecKku il oTyer Ne : Date of Analysis / [lata ananmsa: 04.01.2023
040001704023,890001637223
Date of Manufacture / lata npoussoacrsa : Dec-2022 |Date of Expiry / Cpok roaunocTs : Nov-2027
’Knalysis performed according ND / AHa/Iu3 npoBe/ieH Mo HJI: TIN011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
ITomMuHHOCTD CoOTBETCTBYET 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 yAepKUBAHUA OCHOBHbIX ITHKOB
Ha XpoMaTrorpamme HCIIBITYEMOTO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBATDH
BpeMEeHaM  YAEpXKHMBaHWs  IMKOB  Ha
XpoMarorpaMMe pacTBOpa CTaHAapTHBIX
obpasitoB ubynpodena u napaueramona

(paznen «KonuuecTBeHHOE
OTIpe/icTIeHHE)
3 |Average tablets weight 972.8 mg/972.8 Mr 940.9 mg to 999.1 mg
Cpennsis macca (970.0 mg £+ 3%) /
TabJIeTOK Or 940,9 MT o 999,1 MT

(970,0 mMr £ 3 %)

4 |Disintegration / 07min /07 MuH Not more than 30 minutes /
Pacnagaemocthb He 6omee 30 MUl
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TponykT coorBetcTByeT Tpebosanmsim HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosneHo: Naresh I[Tposepeno: Pardeep Kumar /O no6pero:Menemxep/PykoBoauT
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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.drreddyi;-gggb of 5/Ctp.3 m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NUoykaua®, TablleTKH, IOKPLIThIE mIeHo4YHoi 0601

ouKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2202659

Batch Quantity / O6bem naprTuu : 727.5kG

040001704023,890001637223

Analytical Report No / ABaauTH4€eCKHi 0TYeT Ne:

Date of Analysis / JlaTa anaausa: 04.01.2023

Date of Manufacture / Jlata npoussoacTsa : Dec-2022

Date of Expiry / Cpox roguocth : Nov-2027

Analysis performed according ND / AHayiu3 poBe/ieH 1o HJ: 11 N011252/01-300522

5 |Dissolution /
PactBopenune

96% to 103 %

98% to 100 %

Not less than 70% (Q) Ci13H 130,
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisO2
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) CsHoNO»

(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO2
(napaueramon) yepes 30 MUH

6 |Related substances /
PojcTBeHHBIE IPUMECH
Method 1/ Metogn 1

Method 2 / Meropn, 2

0.0001%

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (NpUMech NapaleTamoria)
- not more than 0.005% /

He 6outee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / JhoGas  enMHH4HAasA
npUMech (ubynpodena HIIH
napaneramora) - not more than 0.3% /

He 6onee 0,3 %

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

9 |Wuer / Busa

1.49

Mot more than S 0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr coorsercTByeT Tpedopanusm HIL

Opinion : APPROVED
3axuenue: OJIOBPEHO

Prepared by /
[ToarotosneHo: Naresh
Kumar
(v,
-

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6pero:Menemxep/PyKOBOAUT

enp Manoj Kumar -~ /
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIH3A Tel : +91 98166 56001-02

www.drreddyp,£0M of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, Tab1eTKI, NOKPbIThIE IJIeHOYHO oGooukoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2202659

Batch Quantity / O6bem naptun : 727.5kG

040001704023,890001637223

Analytical Report No / AHaauTHuecknii oTyer No :

Date of Analysis / laTa anannza: 04.01.2023

Date of Manufacture / Jlara npouseoactsa : Dec-2022

Date of Expiry / Cpok roaunocts : Nov-2027

Analysis performed according ND / Anajiu3 nposejies 0o HJI: TIN011252/01-300522

10 |Uniformity of dosage

Acceptance value (AV) should be not

a) Total aerobic
microbial count /
OO01ee uucno
a’poOHBIX

| MUKpOOpraHu3MoB

b) Total combined
yeasts and mould count
/ OBi1iee 4ucno
JIPOMOKEBLIX U
NIECHEBBIX rpuboB

c¢) E. coli

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

Less than 5 CFU/g/
Meuee 5 KOE/T

Absent in 1g/ OtcytcTBYyer B 1T

units / 1.3 more than 15.0 /
OOHOPOAHOCTH I[Mokazarens npuemieMocTd (AV) 10JKeH
JIO3UPOBAHUs 6bITH HE 6oJee 15,0
- Ibuprofen /ubynpoden
1.3 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ ITokasatens npuemiaemocTd (AV) 10/mKeH
napaneTamo 6bITh He Gonee 15,0
11 |Microbial limits /
Mukpobuonoru4eckas
YHUCTOTA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/T

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

Shall be absent in 1g / OtcyrcTBUE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt coorsercTByeT Tpebosanuim HII

Opinion : APPROVED
3akmouenne: OTOBPEHO

Prepared by /
IMoaroTtosneno: Naresh

Kumar C’\"{

~

Checked by /
I[MposepeHo: Pardeep Kumar

S

Approved by: Manager/Executive
/O po6peno:Menemxep/PykoBoauT
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—

Reprint Date: 04.01.2023

Reprint Date: 04.01.2023
Jara: ) Jarta:

Reprint Date: 04.01.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1284PLCOD4507
www.drreddys.com



Dr.Reddy’s ‘f’:‘

Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

www.drreddyis.&ggﬂs of 5/ Crtp.5m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabieTKH, NOKPLITHIE ILIEHOYHOIT 060/104K0ii, 400 Mr + 325 Mr
Batch No / Cepust Ne ; V2202659 Batch Quantity / O6bem naprtun : 727.5kG
Analytical Report No / AHajquTH4ueckuii oTuer Ne : Date of Analysis / /laTa ananusa: 04.01.2023
040001704023,890001637223
Date of Manufacture / lata npousBoactea : Dec-2022 [Date of Expiry / Cpok rogaocti : Nov-2027
Analysis performed according ND / Ananan3 nposeaen mo HJI: I1 N011252/01-300522
12 |Assay/ 360.0 to 440.0 mg of C;3HsO;
KonuuecTeeHHOE 397.5mg/397.5 Mmr (Tbuprofen) per tablet /
onpeneseHne Or 360,0 mr gmo 440,0 mr C;sHis0,
(ubynpoden) B Tabnetke
2925 to 3575 mg of CsHoNO,
326.79 mg/ 326.79 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
(mapaneramon) B TabneTke
13 | Package / Ynakopka 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. / [lo 10 Tabnetok B [IBX/Al
tabetok B I[IBX/Al 6nmctep. ITo 1 |6nuctep. Tlo 1, 2 nmnm 20 6iuctepos B
Onmuctepy B MNadKy KapTOHHYIO |Madky KapTOHHYIO BMecCTe c
BMECTE C  MHCTpYKUUel 10 |HHCTPYKUMel Mo NPpUMEHEHHUIO.
IPHMEHEHHIO.
14 | Labeling / MapxupoBka| According to ND. / B cootetcTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpu Temnepatype He Boliue 25 °C.
16 | Shelflife / Cpoxk S years/ 5 ner
rOAHOCTH

Remarks : The Product conforms to ND/
IIpumeuanmue: IlpoaykT coorBercTByeT TpebGoBanusm HJL

Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by /
[NToarotosneno: Naresh

Kumar @

-

Checked by /
[Iposepeno: Pardeep Kumar

I —

Approved by: Manager/Executive
/Ono6peHo:Menepxep/PykoBoauT
enb Manoj Kumar .
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