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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page 1 of 6/ CTp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, Tab1eTKH, NOKPbITHIE IIEHOYHOI 060104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300582

Batch Qu

antity / O6bem napruu : 727.5KG

040001806013

Analytical Report No / Anajurnyecknii oTyer No :

Date of A

nalysis / laTa ananusza: 10.04.2023

Date of Manufacture / laTta npousBoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anaans nposenen no H/: T1 N011252/01-300522

N |Test/ Iloxaszarean

Results/ Pe3ynbTaThl

Specification / Hopma

1 [Description/ Onucanmne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetkn
KarncyJoBHAHOH (DOPMBI, TOKpPBITHIE
MJIEHOYHOH 060JI04KOH OpaHKeBOro
[BETa, C PUCKOH Ha ONHOH CTOPOHE;
Ha TMONEpPeYHOM pa3pe3e — sJpo
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KancynoBUAHOMN hopMl,
NOKPBITHIE [UTEHOYHOM o6osn04Koi
OpaHXEBOI'O LBETa, C PUCKON Ha OAHOH
CTOPOHE; Ha IONEPEYHOM pa3pese — sapo
6enoro WM No4TH 6€J10ro uBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ilpumeuanue: [Ipoaykr cootsercTByeT TpeGoBanusm HJT 3axuoyenue: OJIOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Parvesh | IIpoeepeHo: Naresfrrl{umar /O nobpeno:Menemxep/Pykosoaur
Rana ¥ 4’; enb : Manoj Kumar - n[ s
Reprint Date: 10.04.2023 Reprint Date: 10.04.2023 Reprint Date: 10.04.2023

Jlara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.ccm
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CEPTUDOUKAT AHAJIM3A

Page2of 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
I/IGXKJWIH@, Ta0JIeTKH, MOKPbITHIE NJIeHOYHOH 06004K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300582

Batch Quantity / O6bem naptuu : 727.5KG

040001806013

Analytical Report No / AnajguTHYecKHii oTuer Ne :

Date of Analysis / JlaTta anannsa: 10.04.2023

Date of Manufacture / IaTa nponssoactsa : Mar-2023

Date of Expiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: ITN011252/01-300522

2 Identification /
IMoanMHHOCTE

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 ynepuBaHusi OCHOBHBIX [THKOB
Ha XpoMaTorpamme UCIIBITYEMOTO
pacTBopa  JOJXKHBI ~ COOTBETCTBOBATH
BpeMEHaM  yIep)KHBaHHs TIMKOB  Ha
XpOMAaTorpaMMe pacTBOpa CTAHAAPTHBIX
obpa3loB ubynpodeHa M mnapaieramosia

TabneTok

(pasnen «KonuuecrBeHHOE
onpeneneHue)
3 |Average tablets weight 969.5 mg / 969.5 Mr 940.9 mg to 999.1 mg
Cpenuss Macca (970.0 mg +3%) /

Or  940,9 ML JIO 9991 MT
(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion: APPROVED
3akmouenue: OJIOBPEHO

Prepared Checked by / Approved by: Manager/Executive
byl ToarotosneHo: Parvesh | [IposepeHo: Narzeh Kumar /Onobpeno:Menemxep/PykoroanT
Rana 'ﬁ 23 enb : Manoj Kumar '

deofussd

Reprint Date: 10.04.2023
JHara:

Reprint Date: 10.04.2023
Hara:

Reprint Date: 10.04.2023
Jara:
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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
CEPTUDPUKAT AHAJIM3A

Page 3 0of 6/ Cp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknu®, TabaeTKkH, NOKPLIThIE MJeHO4YHOok 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300582

Batch Quantity / O6bem maptuu : 727.5KG

040001806013

Analytical Report No / AnaguTindecknii oryer Ne

Date of Analysis / Jlata anaau3a: 10.04.2023

Date of Manufacture / lata npouzBoactsa : Mar-2023

Date of Expiry / Cpok roanoct : Feb-2028

Analysis performed according ND / Anains nposeaen mo HJI: T1N011252/01-300522

4 |Disintegration /
Pacnapaemoctsb

05 min /mn / 57 sec/MmuH

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopeHue

100% to 102%

100 % to 103 %

Not less than 70% (Q) CisHisO2
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisO;
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramon) uepes 30 MuH

6 |Related substances /

PoxacteeHHbie npuMecu
Method 1/ Mertog 1

Method 2 / Meton 2

0.0003 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHoberON (MpUMeCh Napaueramoa)
- not more than 0.005% /

He 6ornee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / JhobGas enuHU4HAas
pUMECH (ubynpodena 707
rapaieramorna) - not more than 0.3% /

He 6oee 0,3 %

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

Remarks: The Product conforms to ND/
IIpumevanne: [Ipoaykr coorBeTcTBYET TpeboBanusam HJJ

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarorosieHo: Parvesh | IIposepeno: Nazf(h Kumar
Rana b k.

Reprint Date: 10.04.2023
JHara:

Reprint Date: 10.04.2023
Jlara:

/OnobpeHo:Menemkep/PyKoBoanT
ens : Manoj Kumar },\ : é:!!té |
Reprint Date: 10.04.2023 =

JlaTa:

Rogictorod Offica: 8 2 327, Road Ma. 2, Banjara Hille, Hydorabad  #00034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page 4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, TabJIeTKH, MOKPbITHIE NUIEHOYHOMH 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300582 Batch Quantity / Oobem naptuu : 727.5KG
Analytical Report No / Ananurnyeckunit oTyer Ne : Date of Analysis / /laTa ananusa: 10.04.2023
1040001806013

Date of Manufacture / JlaTa npon3BoacrTea : Mar-2023 |Date of Expiry / Cpok rogHoctd : Feb-2028

| Analysis performed according ND / Anasin3 nposeaen no HJI: ITN011252/01-300522

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 / 0.6 more than 15.0/
ORHOPOAHOCTH [NTokazarens npuemieMoctd (AV) no/keH
JIO3MpOBAHUs 6bITh He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.6 more than 15.0/
- Paracetamol/ [Toxasarens npuemnemoct (AV) nomkeH
napaneTamos O5ITh He Oonee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuannue: [IpoaykT cooTBeTcTBYET TpeGoBanusam HJL 3akmouenue: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneHo: Parvesh | IIpoeepeHo: Nar(e‘sh Kumar /Ono6peHo:Menemxep/Pykosoant
Rana B 2 enb . Manoj Kumar k é??!f _
Reprint Date: 10.04.2023 Reprint Date: 10.04.2023 Reprint Date: 10.04.2023
JlaTa: JHara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

PageS50f 6 /CTp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkaun®, Ta61€eTKH, NIOKPHITHIE MIIeHO4HOIi 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300582 Batch Quantity / O6pem napruu : 727.5KG

Analytical Report No / Asaantuueckui order Ne : Date of Analysis / /laTa ananusa: 10.04.2023
040001806013

Date of Manufacture / /lata nponsBoacrsa : Mar-2023 |Date of Expiry / Cpok roagnocry : Feb-2028

Analysis performed according ND / Ananus nposeaen nmo HJI: [IN011252/01-300522

9 |Microbial limits /
Mukpobuonoruyeckas
4UCTOTA

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uiee uucno
a’pOoOHBIX
MHUKPOOPTaHU3MOB

b) Total combined Not more than 100 CFU/g/
yeasts and mould count Less than 5 CFU/g/ He 6onee 100 KOE/r

/ Obuiee yncio Menee 5 KOE/r
JPOXOKEBBIX U
TUIECHEBBIX IpUOOB

¢) E. coli Shall be absent in 1g / OtcyrcTBUE B
Absent / OTcyTcTBYET Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [TpoayKT COOTBETCTBYET TpebGopanusam HJT 3axumiouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Parvesh | IIpoBepeHo: Nareﬁ Kumar /Ono6peno:Menemkep/PyxoBoanT
Rana —~ esib : Manoj Kumar £ Lug
Reprint Date: 10.04.2023 Reprint Date: 10.04.2023 Reprint Date: 10.04.2023 =
JHata: 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
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddl,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabjieTKH, NOKPbIThIE NJIeHOYHOoH 060104K0H, 400 mr + 325 mr
Batch No / Cepus Ne : V2300582 Batch Quantity / O6bem naptuu : 727.5KG
Analytical Report No / AHajauTuueckuii oTyeT Ne : Date of Analysis / [lara ananu3a: 10.04.2023
040001806013
Date of Manufacture / lata npoussoacrsa : Mar-2023 |Date of Expiry / Cpox rognocty : Feb-2028
Analysis performed according ND / Anasnn3 nposesen no HJ/I: T N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3Hi0;
KonuuectsenHoe 398.6 mg/398.6 mr (Tbuprofen) per tablet /
ornpeJeseHue Or 360,0 mMr mo 440,0 mr C;HisO;
(ubynpoden) B Tabnerke
2925 to 3575 mg of CsHyNO;
323.59 mg/ 323.59 mr (Paracetamol) per tablet /
Or 292,5 mr pgo 357,5 mr CsHoNO;
(napauetamoJ) B TabseTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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. / Ilo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [lo 1 |6nuctep. ITo 1, 2 unu 20 Gaucrepos B
OnMcTepy B Madyky KapTOHHYKO |Madky KapTOHHYIO BMECTE c
BMECTE C UHCTPYKIIUEH UHCTPYKLHUEH I10 IIPUMEHEHHIO.
IO TIPUMEHEHHUIO.
12 | Labeling / MapxupoBka| According to ND. / B cootsetctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ipu Temneparype He Bbuue 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
TOXHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Tpoaykt coorBeTcTBYeT TpeboBanusm HJ[ 3axmouenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneyo: Parvesh | Ilpoeepeno: Naresh Kumar /Ono6peno:Menemxep/PykoBoanT
Rana e Le enb : Manoj Kumar )j:]! ;2!55 L ﬁ
Reprint Date: 10.04.2023 Reprint Date: 10.04.2023 Reprint Date: 10.04.2023

Hara: Hara: Hara:
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