Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAJIU3A

Page10of5/Ctp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGykauu®, TabneTkH, NOKPbIThIE IIeHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300407

Batch Quantity / O6bem naptun : 727.5 KG

040001787069

Analytical Report No / Ananurnyeckunii oryer Ne :

Date of Analysis / JlaTa ananu3za: 15.03.2023

Date of Manufacture / /lata npouzBoacra : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Anaau3 nposeaen mo H/I: [1N011252/01-300522

Ne Test / I[Toka3zaTennb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KanCyJIOBUAHONH (OPMBI, MOKPHITHIE
TJICHOUHON 000J104KOii OpaHkKeBOro
L[BETa, C PUCKOH Ha OJHON CTOPOHE;
Ha TMOTMepevyHoM paspe3e — SApO
6es0ro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancysjoBHIHOM bopmbl,
TIOKPBITEIE TUIEHOYHOH obonoukoi
OpaHXXeBOro 11BeTa, C PUCKOH Ha ONHOMU
CTOpOHE; Ha NONEePEeHHOM paspese — sapo
6e10ro Wik No4TH Oesoro LBeTa.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoayxT coorBeTcTBYeT TpeboBaHusM HJI

Opinion: APPROVED
3aknwyenune: OJOBPEHO

Prepared
bylloarorosneno: Shivani

Devi }h’

Checked by /
[TpoBepeno: Ramakant

B

Approved by: Manager/Executive
/Opo6peHo:Menemxep/PykoBoauT

enb : Ajay Sharma
10

Reprint Date: 15.03.2023
Hara:

Reprint Date: 15.03.2023
Jlata:

Reprint Date: 15.03.2023
JlaTa:

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

500034, Telangana, India
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CEPTUOHUKAT AHAJIU3A

Page2 of 5/ Ctp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mo6ykauH®, TabaeTkH, DOKpPbIThIE INIEeHOUHOH 060104K0ii, 400 mr+-325 mMr

Batch No / Cepus Ne : V2300407

Batch Quantity / Q6nem naptuu : 727.5 KG

040001787069

Analytical Report No / Ananutuyeckni ordetr Ne v

Date of Analysis / JlaTa ananmsa: 15.03.2023

Date of Manufacture / Jlata nponssoactsa : Feb-2023

Date of Expiry / Cpok rogsocty : Jan-2028

Analysis performed according ND / Ananun3 nposeaed mo H/: TIN011252/01-300522

2 Identification /
IToanuHHOCTH

Complies as prescribed/
CooTtBeTrcTBYET

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 ynepikHBaHUS OCHOBHBIX NHKOB
Ha  XpoMaTorpamme HCIIBITYEMOro
pacTBOpa  MO/DKHBl ~ COOTBETCTBOBAThH
BpEeMEHAM  yIEpXMBaHHs [HKOB  Ha
XpoMaTorpaMMme pacTBOpa CTaHIapTHBIX
obpasuoB ubymnpodeHa U mnapaueraMmosna
(paznen «KonuuecTBeHHOE
OTIpe/ICICHUEN)

3 |Average tablets weight
Cpenusisi Macca
TabNeTok

970.8 mg / 970.8 mr

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

Or 940,9 wMr gmo 999, MT
(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/
Ipumeuyanne: [Tpoaykr coorBeTcTBYET TpeboBaHusaMm HJ{

Opinion: APPROVED
3akawuenue: OJIOBPEHO

Prepared
bylloarotosneHo: Shivani

Devi A}K

Checked by /
ITposepeHo: Ramakant

ol

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

enb : Ajay Sharma @

Reprint Date: 15.03.2023
JlaTa:

Reprint Date: 15.03.2023
JHara:

Reprint Date: 15.03.2023
Hara:
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CEPTHO®UKAT AHAJIU3A

Page3 of 5/Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®; TabiaeTku, NOKPbITHIE IEHOYHO# 0001049K0k, 400 mr + 325 mr

Batch No / Cepust Ne : V2300407

Batch Quantity / O6bem nmaptuu : 727.5 KG

040001787069

Analytical Report No / Axanurudeckuii oTder Ne :

Date of Analysis / JlaTta anasauza: 15.03:2023

Date of Manufacture / JlaTta npousBoactsa : Feb-2023

Date of Expiry / Cpok rogHocty : Jan-2028

Analysis performed according ND / Auanu3 nposeaen mo HJI: IT N011252/01-300522

4 |Disintegration /
Pacnapgaemocthb

07 min /09 Mu

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopenue

98 % to 101 %

99 % to 102 %

Not less than 70% (Q) Ci3HisOs
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3Hi50,
(noynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He w™enmee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MUH

6 |Related substances /
PoacrteeHHblE TpUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHoeHON (MpUMech NapaleTaMmona)
- not more than 0.005% /

He 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas enuHM4Has
PUMECH (ubynpodena WIn
napatietamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
CymmMa npumeceit (Mertoxn 1 + Metoz 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/
Ipumeuanue: Ilpoaykt coorBercTByeT Tpebopanusam HJI

Opinion: APPROVED
3akiwuenne: OJJOBPEHO

Prepared
bylloarotoeneno: Shivani

Devi
evi AW/

Checked by /
[Tpoeepeno: Ramakant

uip

Approved by: Manager/Executive
/OnobpeHo:Menemxkep/PykoBoaut

enb : Ajay Sharma &

Reprint Date: 15.03.2023
Jara:

Reprint Date: 15.03.2023
Jara:

Reprint Date: 15.03.2023
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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIU3A

Page 4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabJieTKH, MOKPBITHIE MJIEeHOYHO# 000J104K0i, 400 Mr + 325-mMr

Batch No / Cepusi Ne : V2300407

Batch Quantity / O6bem mapruu : 727.5 KG

040001787069

Analytical Report No / AHanuTu4yeckni oryer Ne :

Date of Analysis / IlaTta ananuza: 15.03.2023-

Date of Manufacture / lara nponsBojacrsa : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Ananns nposesaen mo H/I: I1 N011252/01-300522

a) Total aerobic
microbial count /
O01ee yucio
a3poOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Obee ducio
JPOXKKEBBIX H
NJIECHEBBIX TpUOOB

¢) E. coli

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

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTCyTCTBYET

7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6oiee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.9 more than 15.0/
OmHOPOAHOCTH [Tokazarens npuemaemocts (AV) nojokeH
J03UpOBaHUS ObITH He Oosee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.9 more than 15.0/
- Paracetamol/ [Tokazatens npueMaeMoctd (AV) nokeH
napaieramon ObITh He bonee 15,0
9 [Microbial limits /
Mukpobuonoruyeckas
YHCTOTA

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

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

Shall be absent in lg / OrcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBercTBYeT TpeboBanusam HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared
bylloarotosneno: Shivani

Devi } r

Checked by /
[Ipoeepeno: Ramakant

e

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

enb : Ajay Sharma @/

Reprint Date: 15.03.2023
Hara:

Reprint Date: 15.03.2023
Hara:

Reprint Date: 15.03.2023
Jlarta:
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CEPTHOHUKAT AHAJIM3A

Page S of S/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykau®, Tab1eTKH, NOKPHITHIE MJIEHOUYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300407 Batch Quantity / O6bem naptun : 727.5 KG
Analytical Report No / AHannTuueckuii oryer Ne: - |Date of Analysis / JlaTa anannsa: 15.03:2023
040001787069

Date of Manufacture / Jlata npousBoactsa : Feb-2023 |Date of Expiry / Cpok roanocrs : Jan-2028

Analysis performed according ND / Auanu3 npoeenen mo H/I: [T N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of Ci;3Hj;0;
KonnuectenHoe 401.3 mg/401.3 mr (Ibuprofen) per tablet /
ornpeneseHue Ot 360,0 mr gmo 440,0 mr C;3H;s0;

(ubynpoden) B Tabnerke

2925 to 3575 mg of CsHoNO;
328.46 mg/ 328.46 mMr (Paracetamol) per tablet /

: Or 292,5 mr npo 357,5 mr CgHoNO;

(napaueramon) B TabseTke

11 | Package / YnaxoBka 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

tabaerok B [IBX/Al 6nuctep. [To 1 |6nucrep. o 1, 2 unu 20 6aucTepoB B

6aucTepy B MayKy KapTOHHYIO |madky KapTOHHYIO BMECTE c

BMECTE C HHCTpYKIHedt HHCTPYKIMEH 10 NIPUMEHEHHIO.

10 NPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootBercTBru ¢ H]I.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bbilue 25 °C.
14 | Shelf life / Cpok 5 years /5 net
FOJAHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuaM HJJ 3axuoyenue: OJJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
byllogrorosneno: Shivani | [IpoBepeno: Ramakant /Ono6peno:Menenxep/Pykooaur
Devi A f %\ w&g J el : Ajay Sharma @
Reprint Date: 15.03.2023 Reprint Date: 15.03.2023 Reprint Date: 15.03.2023
Hara: Hata: Hara:
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