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CEPTUOHUKAT AHAJIU3A

Page10of 6/ Crp.1u36

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

M6y kinua®, TabieTkH, NOKPbIThIE ILIEHOYHOH 0601049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300585 Batch Quantity / O6bem naprun : 776.0 KG
Analytical Report No / Ananaruuecknii oryer No : Date of Analysis/ lara ananusa: 14.04.2023
040001809456

Date of Manufacture / JlaTa npon3soacrea : Mar-2023 |Date of Expiry / Cpox roguocrts : Feb-2028

Analysis performed according ND / Ananus nposesen no HJI: IT N011252/01-300522

No  |Test/ Iokazarens Results/ Pe3yapTars:

Specification / Hopma

1 |Description/ Onncanne |Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Ta6neTku
KancynoBuaHOH (GOpPMBbI, MOKPHITHIE
TICHOYHOH 000NI04KOH OpaHXeBOro
LBETa, C PUCKOH Ha OHOH CTOpOHE;
Ha T[ONMEepeYHOM paspe3e — SAPO
Henoro sera.

Capsule-like orange-coloured fili-coated

one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancynoBHAHOM bopMbl,

NOKPBITHIE TUIEHOYHOU 060504KOH
OPaHXXEBOr0 LBETa, C PUCKOH Ha ofHOM
CTOpOHE; Ha MONEPEUHOM pa3pese — Aapo
6esioro uny mouTH 6eIoro 1UBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
I pumeyanue: [TpoayKT cOOTBETCTBYeT Tpeboanmsam HJ 3axmodenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
byHOIH‘OTOBHeHOﬁ 14 ITposepeno: Pardeep Kumar ﬁ /O nobpeno:Menepkep/PyKoBOANT

i 1_ | : 7
Ramakant & = | enb :Manoj Kumar {,r.u:z,
Reprint Date: 14.04.2023 Reprint Date: 14.04.2023 Reprint Date: 14.04.2023
Harta: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad -

500034, Telangana, india

Tei: +51 40 490G 2900, Fax: +91 40 4900 2999, Emaii: maii@drreddys.com

CIN: L85195AP1584PL.C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS WwWw.drreddys.com
CEPTH®UKAT AHAJIM3A

Page20f6/Crp. 2u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabIeTKH, MOKPHIThIE ILIeHOUHOi 060a04Koii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300585

Batch Quantity / Oosem maprun : 776.0 KG

Analytical Report No / AnanuTHaeckuii oryet Ne :
040001809456

Date of Analysis / [lara ananu3a: 14.04.2023

Date of Manufacture / [lata npousBoacrsa : Mar-2023

Date of Expiry / Cpok rogHocts : Feb-2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: [T N011252/01-300522

2

Identification /
[logIMHHOCTH

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 ynep)xHBaHHUs OCHOBHBIX NMHKOB
Ha XpoMaTorpamme UCIIBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBAThH
BpEMEHaM  YIEpXKMBaHHS IIHMKOB Ha
XpoMaTorpaMme pacTBOpa CTAHIAPTHBIX
obpa3ioB ubynpodeHa M mapaleTamorna
(paznen «KonnuecrBeHHoe
OMpENENEHHE)

3 |Average tablets weight
Cpenpsisa Macca
Tabnerox

971.7 mg/ 971.7 Mr

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

Ot 940,9 MrC  JIO 999,1 MT
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
ITpumeuanne: IlpoaykT cooTBeTcTBYET TpebOBaHMAM H]I

Opinion: APPROVED
3axnovenue: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarorosneHo %&“\@ [IpoBepeHo: Pardeep Kumarf /Onobpeno:Mene mxep/PyKoBOANT
Ramakant == | ens :Manoj Kumar { pﬁ
Reprint Date: 14.04.2023 Reprint Date: 14.04.2023 Reprint Date: 14.04.2023

Jara: Jara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
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Dr. Reddy's Laboratories | td,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Page3 of 6/ Crp.3m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykann®, TabieTKH, HOKPLIThIE NIeHOYHOH 0060104K0#, 400 Mr + 325 mr

Batch No / Cepua Ne : V2300585

Batch Quantity / O6bem naprusn : 776.0 KG

040001809456

Analytical Report No / Anaymruyeckuii oryer Ne :

Date of Analysis / JlaTa anannsa: 14.04.2023

Date of Manufacture / Jlara npouseoacrsa : Mar-2023

Date of Expiry / Cpok roasocty : Feb-2028

Analysis performed according ND / Anaaus nposeaen mo HJL: T1N011252/01-300522

4 |Disintegration /

06 min /mMu / 46 sec/MHH

Not more than 30 minutes /

6 |Related substances /
PojcTeeHHbIe TpMecH
Method 1/ Metog 1

Method 2 / Metoz 2

Pacnapaemoctsb He 6onee 30 MuH
5 |Dissolution / Not less than 70% (Q) CisHisO,

PacrBopeHue 97% to 102% (Tbuprofen) dissolved in 30 minutes /
He wmemee 70 % (Q) Ci3His0;
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO;

98 % to 103 % (Paracetamol) dissolved in 30 minutes /

He w™menee 70 % (Q) CsHoNO;

(napaueramou) uepes 30 MUH

0.0001 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHobeHON (IpUMeECh MapaleTamosia)
- not more than 0.005% /

He 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobaa enuHuMuHas
NpUMech (ubynpodena WU
napaneramona) - not more than 0.3% /

He 6osee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Metozn 1 + Meron 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/
Hpumeyanne: [Ipoaykr coorBeTcTByeT TpeGoBanusm HJJ

Opinion: APPROVED
3aknroyenne: OJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
byHonr_orosneHow IIposepeno: Pardeep Kumar i | /Ono6pero:Menemkep/PykoBoauT
Ramakant : ~ | enb :Manoj Kumar ¢ u,uﬁ_
Reprint Date: 14.04.2023 Reprint Date: 14.04.2023 Reprint Date: 14.04.2023

Hara: Jlara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories 4.
Formulation Unit-6

Vitl. Khol, Nalagarh Road, Bady;,
Uistt. Solan, H.P, 173 205, INDja
Te!: 491 8166 5600G1-02
www.drreitdys.com

CEPTUDUKAT AHAJIM3A

Page 4 of 6/ Cp, 4 G

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkanH®, Tabs1eTKH, MOKPbIThIE NUIEHOYHO#H 000;1049K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300585

Batch Quantity / O6bem naptan : 776.0 KG

040001809456

Analytical Report No / AsasnuTudeckuii oryer Ne :

Date of Analysis / JaTa anaun3za: 14.04.2023

Date of Manufacture / laTa npouzBoacrsa : Mar-2023

Date of Expiry / Cpox rogsocty : Feb-2028

Analysis performed according ND / Auanu3 nposesien no H/: TI N011252/01-300522

7 |Water/ Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.1 more than 15.0 /
OaHOpOAHOCTE [oxazatens npuemiemoctd (AV) nomxen
JNO3UPOBaHHS 6bITH HE Oonee 15,0
- Ibuprofen /ubynpodgen
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [Mokazartens mpuemMiaeMocTh (AV) noykeH
napauneramoln 2.2 o1 He 6ontee 15,0

Remarks: The Product conforms to ND/
IIpumedanue: [IpoaykT coorBeTcTByeT TpeboBaHusaM HJT

Opinion: APPROVED
3akawdenune;: OJIOBPEHO

Prepared

bylloarororiexo: & U.M
Ramakant

Checked by /
IIpoBepeno: Pardeep Kungﬁr

v~

/Ono6peno:Menemkep/PykoBoauT
| ens :Manoj Kumar }\, q&__‘ggﬁ

Approved by: Manager/Executive

Reprint Date: 14.04.2023
JHara:

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2800, Fax: +91 40 4500 2953, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.ccm
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’ °® Formulation Unit-6
Dr' Reddy s ". Vill. Khol, talagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS W w.drreddys.com
CEPTHO®HKAT AHAJIH3A

PageSof 6/ Cxp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tabierkn, HOKPbIThIE NJJeHOYHOH o6oaouxoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300585 Batch Quantity / O6bem naptan : 776.0 KG
Analytical Report No / AHaauTndeckuii oryer Ne : Date of Analysis / [laTa ananu3za: 14.04.2023
040001809456

Date of Manufacture / JIata npoussoxcrsa : Mar-2023 |Date of Expiry / Cpox roguocru : F eb-2028

Analysis performed according ND / Anaaus nposejes mo HJL: IIN011252/01-300522

9 |Microbial limits /
Mukpobuonoruyeckas

YHCTOTA
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
O6uee uncno
a9pO6HBIX
MHKPOOPTaHH3MOB

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

/ Obmiee 4ucno
JPOXOIKEBBIX U
nyecHeBbIX rpubon

c) E. coli Absent / O1CyTCTBYET Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykr coorsercTByeT TpeboBanusm HJT 3axsrouenne: OJOBPEHO
Prepared | Checked by / Approved by: Manager/Executive
byl'[onromBneHo:@& 1_1\& I[Tposepeno: Pardeep Kumarf /Ono6peno:Menemxep/PykoBo T
Ramakant — | enp :Manoj Kumar @y_&i
Reprint Date: 14.04.2023 Reprint Date: 14.04.2023 Reprint Date: 14.04.2023
Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Fermulation Unit-€

Vill. khol, halagarh Road. Badd;,
Disti. Solan, H.P., 173 205, INDja
Tei: 191 98166 56001-02
www.drreddys.com

CEPTHO®HKAT AHAJIH3A

Page 6 of 6/ Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6y kanH®, Ta6aeTKil, NOKPLITHIE NIEHO4HOH 000/1049KOI, 400 mr + 325 mr
Batch No / Cepus Ne : V2300585 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / AHaanTHYecKMiH oT4er Ne : Date of Analysis / JlaTa anaun3a: 14.04.2023
040001809456
[Date of Manufacture / /IaTa mpon3BojicTsa : Mar-2023 |Date of Expiry / Cpox roanocry : Feb-2028
Analysis performed according ND / Anasus npoeaen mo HJI: ITN011252/01-300522
10 [Assay/ 360.0 to 440.0 mg of C;3HigOs
KonuuecTBeHHOE 400.8 mg / 400.8 mr (Ibuprofen) per tablet /
ornpeJesieHue Ot 360,0 mMr po 440,0 mr C;3HizO,
(ubynpoden) B TabneTxe
2025 to 357.5 mg of CsHoNO,
329.86 mg / 329.86 mMr (Paracetamol) per tablet /
Ot 2925 mr po 357,5 mr CgHoNO;
(maparnietamorn) B TabieTKe
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. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6mucrep. Tlo 1 |6auctep. Tlo 1, 2 wmu 20 6amctepoB B
6nucTepy B NadKy KapTOHHYIO |[auky KapTOHHYIO BMECTE ©
BMECTE C HHCTpYKUMeEH HHCTPYKLHEH 110 IPUMEHEHHIO.
110 IPHMEHEHHUIO.
12 | Labeling / MapxupoBka| According to ND. / B cootBetcTuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenve ITpu TeMnepartype He Boie 25 °C. .
14 | Shelf life / Cpox 5 years / 5 net
TOIHOCTH i

Remarks: The Product conforms to ND/
Ilpumeuanme: ITpoaykT cooTBercTRyeT TpeboraHusaM HJJ

Opinion: APPROVED
3axmoyenne: OJJOBPEHO

Prepared
bylloaroTosneHo:
Ramakant g

Checked by /
IIposepeno: Pardeep Kuxgi‘(’i

Approved by: Manager/Executive

/Onobpeno:Menemxep/PyKOBQINT
ens :Manoj Kumar w

Reprint Datc: 14.04.2023
Jlara:

Reprint Date: 14.04.2023
Jara:

Reprint Date: 14.04.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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