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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIN3A

Page1of 6/ Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabieTKH, NOKPHITHIE NJIEHOYHOIi 000/104K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2300638

Batch Quantity / Oobem maptum : 759.0 KG

040001812395

Analytical Report No / AHanuTH4ecKkHii oTueT Ne :

Date of Analysis / /laTa anaausa: 21.04.2023

Date of Manufacture / Jlata npousBojacTBa : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Auanu3 nposegen no HJ: I1 N011252/01-300522

Ne Test / IToka3zaTean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tadnetku
KancynoBUAHOH (opMbl, NOKPbITHIE
nneHoYHol 000JI0UKOIi OpaH)KEBOro
LiBETa, C PUCKOIl Ha OAHOIl cTOpOHE;
Ha TIONEpEeYHOM paspe3e — s1po
OeJoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  kancynoBHAHOI bopml,
MOKPbITHIE NN1EHOYHOMH 000JI04KOi
OpPaH)XEBOTO LIBETa, C PUCKON Ha OAHOM
CTOPOHE; Ha IONEPEYHOM paspese — sApo
0€J10ro WM Mo4YTH 0esoro 1BETA.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJ|

Opinion: APPROVED
3axaouenue: OJOBPEHO

Prepared by
[ToarorosneHo: r
Ramakant gUL\UL/

Checked by /
[Tposepeno: Pardeep Kumar

el

Approved by: Manager/Executive
/Onobpeno:Menenxep/PykoBoaut
enb : Amit Kumar /rx e

Reprint Date:21.04.2023
Jara:

Reprint Date: 21.04.2023
Jara:

Reprint Date: 21.04.2023
JaTa:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2 of 6/ Crp.2 u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykanH®, TabJeTKH, MOKPHIThIE MUIEHOYHOH 000104K0ii, 400 mr + 325 mr
Batch No / Cepusi Ne : V2300638 Batch Quantity / O6bem naptun : 759.0 KG
Analytical Report No / AnajinTHyeckuii oTyer Ne : Date of Analysis / [laTa ananu3za: 21.04.2023
040001812395
Date of Manufacture / lata nponszBoactsa : Mar-2023 |Date of Expiry / Cpok rogaoctd : Feb-2028
Analysis performed according ND / Auanu3 nposeaen mo HJI: T N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[NoxnuHHOCTH 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 yepxHBaHUs OCHOBHBIX TMKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa  JIOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM  YACPXKHBAHWS THKOB  Ha
XpomarorpamMMe pacTBopa CTaHAApTHBIX
obpasiioB ubynpodeHa ¥ mnapaneramona
(pa3nen «KonuuecrBeHHOE
onpeneneHue»)
3 |Average tablets weight 970.9 mg/ 970.9 mMr 940.9 mg to 999.1 mg
Cpennsist Macca (970.0 mg + 3%) /
TabJIETOK Or 940,9 wmr pmo 9991 MT
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeyanue: poaykt cooTBeTcTByeT TpeGoBanusm H]I 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroroeneHo; d’ [TpoBepeHo: Pardeep Kumar /OnobpeHo:Menemxep/PykoBoaut
Ramalkant [ elib : Amit Kumar N

\ v Qﬁ-r [\—w\/
Reprint Date:21.04.2023 Reprint Date: 21.04.2023 Reprint Date: 21.04.2023
Jara: 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
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page30f 6/ Crp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoyxkauH®, TaGJeTKH, NOKPbIThIE MJIeHO4YHOH 060104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300638

Batch Quantity / O6vem napruu : 759.0 KG

040001812395

Analytical Report No / Anaautuyeckuii oTuet No :

Date of Analysis / /laTa ananusa: 21.04.2023

Date of Manufacture / JlaTa npousogacrsa : Mar-2023

Date of Expiry / Cpok roanoct : Feb-2028

Analysis performed according ND / Anaau3s nposegen no HJI: [1 N011252/01-300522

4 |Disintegration /
Pacnanaemocth

07 min /mu / 26 sec/MuH

Not more than 30 minutes /
He 6osiee 30 MuH

5 |Dissolution /
PactBOpenne

99% to 103%

96 % to 104%

Not less than 70% (Q) Ci3Hi30
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHis0,
(ubynpoden) uepes 30 muH
Not less than 70% (Q) CsHoNO,

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

6 |Related substances /
PoncTBeHHbIE TPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOGbEHON (MpUMECh MapaleTaMonia)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eaMHU4YHAs
pUMeCch (ubynpodena Uu
napaiieTamosna) - not more than 0.3% /

pe 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma nipumeceii (Merog 1 + Meron 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBercTByeT TpeboBaHusM HJJ

Opinion: APPROVED
3axmouenune: OJOBPEHO

Prepared by

[ToarorosneHo: T
Ramakant %&x&}

Checked by /
[IpoBepeHo: Pardeep Kumar

=l

<

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoauT

enb : Amit Kumar r\ R
S

Reprint Date:21.04.2023
Jara:

Reprint Date: 21.04.2023
Jarta:

Reprint Date: 21.04.2023
Tara;
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Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 4 of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabeTKH, HOKPBITHIE IJIEHOYHOI 0001049K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300638 Batch Quantity / O6sem naptuu : 759.0 KG
Analytical Report No / AHanuTHYecKHH oTyeT No : Date of Analysis / JlaTa ananau3a: 21.04.2023
040001812395

Date of Manufacture / Jlata npoussoactsa : Mar-2023 |Date of Expiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Anain3 nposeen no H: [T N011252/01-300522

7 |Water/Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.0 more than 15.0/
OXHOPOAHOCTD [TokasaTens npuemyeMocTy (AV) 1oynkeH
JIO3UPOBAHUS OBITH He Ooee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [TokasaTtens npuemaeMocT (AV) noynkeH
napaueramon 2.0 ObITh He Oonee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [IpoaykT coorsercTBYeT TpeboBanusam HJL 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroTosJieHo: t [Mposepeno: Pardeep Kumar /OnobpeHo:Menemxep/PykoBoaut
Ramakant &“\&L/ C - enb : Amit Kumar {&H\//
Reprint Date:21.04.2023 Reprint Date: 21.04.2023 Reprint Date: 21.04.2023
Hara: 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: L85195AP1984PLC004507
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, ‘..O Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr.Red dy S Ne¢ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

PageS5of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MG6ykaun®, Ta6ieTKH, NOKPbIThIE IIeHO4YHOMH 060,104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300638 Batch Quantity / Oobem naptun : 759.0 KG
Analytical Report No / Ananurudeckuii oryer Ne : Date of Analysis / [laTa anaan3sa: 21.04.2023
040001812395

Date of Manufacture / lata npousBoactsa : Mar-2023 |Date of Expiry / Cpok roanocrn : Feb-2028

Analysis performed according ND / Auanus nposeaen no HJI: TT N011252/01-300522

9 |Microbial limits /
Mikpobuosioruueckas
YHCTOTA

a) Total aerobic Less than10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob1ee yucio
a’poOHBIX
MMKPOOPraHi3MOB

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

/ Ob1ee yucno Menee 5 KOE/r
JOPOMOKEBBIX U
NJIeCHEBBIX IPHOOB

¢) E. coli Shall be absent in 1g / OTcyTtcTBHE B
Absent / OTcyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoaykr cootBeTcTByeT TpeboBanusam HJT 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToarorosneHo: &A [TpoeepeHo: Pardeep Kumar /OnobpeHo:Menemxep/PykoBoauT
Ramakant @NX-‘ 4 I _ enb : Amit Kumar (\ N\
Reprint Date:21.04.2023 Reprint Date: 21.04.2023 Reprint Date: 21.04.2023
Hara: Jlarta: 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
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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
CEPTUOHUKAT AHAJIM3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTkH, NOKPHITHIE MNIEHOYHOH 060/104K0ii, 400 mr + 325 mr

Batch No / Cepusi No : V2300638

Batch Quantity / O6bem naptuu : 759.0 KG

040001812395

Analytical Report No / AnanuTudyeckuii oT4er Ne :

Date of Analysis / lata ananu3a: 21.04.2023

Date of Manufacture / laTa npoussogcrsa : Mar-2023

Date of Expiry / Cpok roaHoctu : Feb-2028

Analysis performed according ND / Anaans nposenen nmo HJI: [T N011252/01-300522

10 |Assay/
KonnuecTBeHHOE
onpezeseHne

401.6 mg/401.6 mr

327.83 mg/ 327.83 mr

360.0 to 440.0 mg of Ci;3H 30,
(Ibuprofen) per tablet /

Or 360,0 mMr mo 440,0 mr Cj;3His02
(ubynpoden) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHgNO;

(napaneramo) B Tabnerke

of CsHoNO;

11 | Package / YnakoBka

leaflet in

10 tablets in PVC/Al blister. 1
blister and a patient information
/ Tlo 10
tabnerok B [IBX/Al 6nuctep. Ilo 1
6iucTepy B MAyKy KapTOHHYHO
BMECTE C MHHCTPYKIUEH
110 IPUMEHEHHUIO.

a carton.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
Onucrep. Ilo 1, 2 unu 20 6GnucTepoB B
nayky KapTOHHYIO BMECTe c
MHCTPYKLHKEH MO NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootsetctauu ¢ HI.

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue I1pu Temneparype He Boiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner
TrOJIHOCTH

Remarks: The Product conforms to ND/

Hpumeuanne: [Tpoaykr coorBeTcTBYeT TpeboBaHUsM HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by

[ToaroroBieHoO: [)J)L
Ramakant M r

Checked by /
[TposepeHo: Pardeep Kumar

el

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBoauT
enb : Amit Kumar (\ N

A
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Reprint Date:21.04.2023
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Iara:
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