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CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIN3A

Page 10f 6/ Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoykauH®, Ta0aeTKH, NOKPHIThIE NMJeHOYHOH 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust No : V2300642

Batch Quantity / O6bem naptuu : 776.000 KG

040001827558

Analytical Report No / Ananutuuyeckuii oTyet Ne :

Date of Analysis / laTa ananu3a: 11.05.2023

Date of Manufacture / Jlata npousBoacTsa : Apr-2023

Date of Expiry / Cpok rognoctn : Mar-2028

Analysis performed according ND / Anaans nposeaen mo HJI: I1N011252/01-300522

Ne Test / Iloxa3aTenn

Results/ Pe3yjabTaThl

Specification / Hopma

1 [Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetkn
KancynoBHAHONW (HOpMBI, MOKDPBITHIE
IUIEHOYHOH 0007I04KOH OpaHXKeBOro
L[BETa, C PUCKOH Ha OJHOH CTOPOHE;
Ha TOIEepEeYyHOM paspese — SApO
6eJoro BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KancynoOBUIAHOM bopmsl,
NIOKPBITHIE TUIEHOYHOMH 060mn04KoH
OpaHXXeBOTO IIBETa, C PUCKOH Ha OJHOH
CTOpOHE; Ha TMONEPEeYHOM paspese — spo
OeJioro uiM nmoyTH H6€J10ro LUBETA.

Remarks: The Product conforms to ND/
Ipumeuanne: [IponykT cootBeTcTBYET TpeboBaHusam HJJ

Opinion: APPROVED
3axkmouyenne: OJIOBPEHO

Prepared by
IloaroroBsneHo:
Ankit

A

Checked by /
ITpoBepeHo: Ranjeet

A~

Approved by: Manager/Executive
/Onobpeno:Mene pxep/PykoBogut

enb : Manoj Kumar \WM

Reprint Date:11.05.2023
Jara:

Reprint Date: 11.05.2023
Hara:

Reprint Date: 11.05.2023
JlaTa:

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
CEPTUD®HUKAT AHAJIU3A

Page2 of 6/ CTp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, Ta61eTKH, NOKPBIThIE NJIeHOYHOii 000.1049K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300642 Batch Quantity / O6bem naptuu : 776.000 KG
Analytical Report No / AHanuTndeckunii oryer No : Date of Analysis / lata anamsa: 11.05.2023
040001827558

Date of Manufacture / JlaTa nponssoacrea : Apr-2023 |Date of Expiry / Cpok roanoctu : Mar-2028

Analysis performed according ND / Anasin3 nposenen no HJL: TT N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuuHOCTH 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 ynep>uBaHusi OCHOBHBIX NHKOB
Ha  XpoMmarorpamme MCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBAaThb
BpEMEHAM  yIEpXXHUBaHUS IIHMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTAHIAaPTHBIX
obpazuoB ubynpodeHa U napaueramona

(paznen «KonuuecTBeHHOE
onpeneneHue»)
3 | Average tablets weight 973.0 mg/973.0 mr 940.9 mg to 999.1 mg
Cpennsisi Macca (970.0 mg = 3%) /
TabJIeTOK Or 9409 wmr, mo 999,1 MT

(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [TpoaykT cooTBETCTBYET TpeGoBanmsm HJT 3axmouenne: OOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
IToaroToeyeHo: f{ [TpoBepenog:, Ranjeet /O nobpeHo:Menemaep/PykoBoauT
. . - i
Ankit i @/ elb : Manoj Kumar X‘M
Reprint Date:11.05.2023 Reprint Date: 11.05.2023 Reprint Date: 11.05.2023
Jara: Hara: JlaTa:
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page30f 6/ Crp.3 u3 6

Produet: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKanH®, TabaeTku, NOKPLIThIE MLIeH04HO0ii 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300642 Batch Quantity / O6nem naptun : 776.000 KG
Analytical Report No / Ananurudyeckuii oryer Ne: Date of Analysis / JlaTa anaaun3za: 11.05.2023
040001827558

Date of Manufacture / lata npon3soacrsa : Apr-2023 [Date of Expiry / Cpok roanoctu : Mar-2028

Analysis performed according ND / Anauu3 nposenen mo HJL: TTN011252/01-300522

4 |Disintegration / 07 min /mn / 15 sec/muH Not more than 30 minutes /
PacnapaemocTsb He 6onee 30 muH

5 |Dissolution / Not less than 70% (Q) CisHisO2
PacTBOpeHHe 99% to 102% (Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3H 50,
(ubynpooden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;
99 % to 102% (Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO»
(napaiteramon) uepes 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoncTBeHHBIE TPUMECH 0.0001 % 4-amuHoderHoN (MPUMECh MapaleTaMmona)
Method 1/ Mertogn 1 - not more than 0.005% /

' ' He Gonee 0,005 %
Method 2 / Meton 2 BDL (Disregard Area 7043) Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  enuHM4Has
pUMeCh (ubynpodena WIH

napaueramona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.0001% Cymma npumeceii (Meton 1 + Meroxn 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr cootBeTcTByeT TpeboBanusaM HJI 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
Ho,m‘OTOBJIeHo ITpoeepeng: Ranjeet /Onobpeno:Menemxep/PykoBoauT
enb : Manoj Kumar

ﬂ/,, @/ d
Reprint Date:11.05.2023 Reprint Date: 11.05.2023 Reprint Date: 11.05.2023
JHarta: Hara: JlaTa:

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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Dr.Reddy’s ‘,’:”

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
CEPTUOPUKAT AHAJIM3A

Page 4 of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxann®, Tabi1eTKH, MOKPBIThIE MJIeHOYHOl 060,104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300642

Batch Quantity / O6bem naptuu : 776.000 KG

040001827558

Analytical Report No / AHaauTHYecKHii oTyeT Ne :

Date of Analysis / /laTa ananusa: 11.05.2023

Date of Manufacture / Jlata npousBoacTsa : Apr-2023

Date of Expiry / Cpok rognoctu : Mar-2028

Analysis performed according ND / Auann3 nposenes no HJI: 1 N011252/01-300522

7 |Water/ Bona 1.5% 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/
OOHOPOAHOCTD IMTokasaTenp npuemaeMocTy (AV) nomkeH
JI03UPOBaHUSA 6bITh He 6onee 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [Tokasarens nprueMieMocTH (AV) nomkeH
napaieTamol 1.4 OBITE HE Oonee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [IpoaykT cootBeTcTByeT TpeGoBaHusaM HJT 3akmouenue: OJJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
IToarorosneHo: [TpoepeHo: Ranjeet /Ono6peno:Menemxep/PykoBoauT
Ankit f : Manoj - )
@/ enb : Manoj Kumar @L/Ui,a
Reprint Date:11.05.2023 Reprint Date: 11.05.2023 Reprint Date: 11.05.2023
JHara: Hara: 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: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 5 of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6ykaus®, TabieTKH, NOKPbIThIE MUIeHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300642 Batch Quantity / O6bem naptuu : 776.000 KG
Analytical Report No / AHanuTRYeckuii oT4eT Ne : Date of Analysis / Jlara ananmsa: 11.05.2023
040001827558

Date of Manufacture / Jlata npoussoacrsa : Apr-2023 [Date of Expiry / Cpok rognocru : Mar-2028

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

9 |Microbial limits /
Muxpobuonoriyueckas
YHCTOTA

a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r
O6uiee yucno
a’pobHBIX
MHKPOOPTaHH3MOB

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

/ Ob1uee yncno Menee 5 KOE/r
JIPOXOKEBBIX U
TIJIECHEBBIX MPUOOB

c) E. coli Shall be absent in 1g / OtcyrcTBUE B
Absent / OTcyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoayKT cooTBeTCTBYET TpebGoBaHusM HJT 3axmouenune: OJJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
IToarorosneHo: [TposepeHo: Ranjeet /Onobpeno:Menemiep/PykoBo
Ankit \ @/ enb : Manoj Kumar @ﬁJ ;ﬂ
Reprint Date:11.05.2023 Reprint Date: 11.05.2023 Reprint Date: 11.05.2023
JlaTta: Jlata: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 1900 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com
CIN: £L85195AP1984PLCODAS507
www.drreddys.com




Dr.Reddy’s ":

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

CEPTUD®UKAT AHAJIU3A
Page 6 of 6/ Cp. 6 u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6yxkana®, TabneTky, NOKPHIThIE MJIEHOYHOI 000/109K0ii, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300642 Batch Quantity / O6bem naptum : 776.000 KG
Analytical Report No / AHanuTHYeckuii oTyeT Ne : Date of Analysis / laTa ananu3a: 11.05.2023
040001827558
Date of Manufacture / JlaTta npouzBoacrsa : Apr-2023 |Date of Expiry / Cpok rognocrn : Mar-2028
Analysis performed according ND / Ananu3s nposejgen no H/I: 1T N011252/01-300522
10 [Assay/ 360.0 to 440.0 mg of C;3HisOs
KonunuecteeHHoe 393.3 mg/393.3 Mr (Ibuprofen) per tablet /
onpeneseHue Ot 360,0 mMr po 440,0 mr C;3H;s0,
(ubymnpoden) B TabneTke
292.5 to 3575 mg of CsHoNO,
322.12 mg/322.12 mMr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napaueramol) B TabneTKe
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 tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6aucrep. [To 1, 2 unu 20 6naucrepor B
6aucTepy B Mayky KapTOHHYIO |Mauky KapTOHHYIO BMeECTe c
BMECTE C HHCTPYKIMEH HHCTPYKIHEH 0 PUMEHEHHIO.
10 MPHMEHEHHIO.
12 | Labeling / MapkupoBka| According to ND. / B cootserctsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHnue ITpu Temneparype He Bbiwe 25 °C.
14 | Shelflife / Cpox 5 years / 5 ner
rOJTHOCTH

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykr coorsercTByeT TpeboBanrim HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by

HO,I[I‘OTOB.IICHO
/

Checked by /
IIpoBepeHo: Ranjeet

O

Approved by: Manager/Executive
/OnmobpeHo: MEHE,ZL}KepryKDBO,&HT
elb : Manoj Kumar

Reprint Date:11.05.2023
JlaTa:

Reprint Date: 11.05.2023
Jara:

Reprint Date: 11.05.2023
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
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