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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page10of6/Crp. 1 u36

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyxauu®, TabaeTKH, MOKPbITHIE MJEeHOYHOH 000J04K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301034

Batch Quantity / O6beM maptuu : 757.700K g

Analytical Report No / AHanuTH4eckuii otuer Ne :
040001899220

Date of Analysis / Jlata ananun3za: 15.06.2023

Date of Manufacture / [lata nponzsoyctea : May-2023

Date of Expiry / Cpok roanoctn : Apr-2028

Analysis performed according ND / Auanus nposeaes no HJI: [T N011252/01-300522

No

Test / Iloka3zaTean

Results/ PesyabTaThl

Specification / Hopma

1

Description/ Onucanve

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./ Tabnetku
KarcyJToBUIHOH (OPMBI, TMOKPBITHIE
TIEHOUHOH 06010uKOH OpaHKEeBOro
L(BETA, C PUCKOH Ha ONHOH CTOpOHE;
Ha IONMEpeuyHOM paspe3e — sSIpo
Oejoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  kancynoBHAHON bopmbl,
MOKPBITHIE IUICHOYHOMN obooukoit
OpaHXXEBOr'0 L(BETa, C PUCKOH Ha OIHOMH
CTOPOHE; Ha MOMEPEYHOM paspese — AAPO
0enoro UK MoYTH 6esIoro LBETa.

Identification /
TopnuHHOCTH

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) /

Bpemena ynepx1BaHHs OCHOBHBIX ITUKOB
Ha Xpomarorpamme UCTIBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATb
BpEMEHaM  YAEpXKUBaHUS MHKOB  Ha
XpOMAaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpa3noB ubynpodena W napaieramosa

(paznen «KonuuecTBeHHOE
ONpEIeNIEHHE)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Ipoaykr coorserctByeT Tpebosanuam HJ | 3axmodenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh | Ilpoeepeno: Pardeep Kumar Ono6peno: Menegkep / PykoBoaurens
Rana b ' Amit Kumar P e

Reprint Date: Reprint Date: Reprint Date: B

Hara:15.06.2023 Jata:15.06.2023 Jata:15.06.2023

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page2 of 6/ Ctp.2 n3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NOKPHITHIE MJIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301034

Batch Quantity / O6bem naptuu : 757.700K g

040001899220

Analytical Report No / Aranutnaeckuii otuer Ne :

Date of Analysis / [lata ananu3za: 15.06.2023

Date of Manufacture / JJata nponssoactea : May-2023

Date of Expiry / Cpok ronHoctH : Apr-2028

Analysis performed according ND / Ananu3 npoeeaen no HJI: I1 N011252/01-300522

3 |Average tablets weight 963.4 mg/963.4 Mr 940.9 mg to 999.1 mg
Cpensss macca (970.0 mg £ 3%) /
TabNeToK Or 9409 wmr pmo 9991 Mr
(970,0 Mmr 3 %)
4 |Disintegration / 07 min O4sec / 07 mun 04 cex  |Not more than 30 minutes /
Pacnanaemocts He 6onee 30 MuH
5 |Dissolution / 99 % to 101% Not less than 70% (Q) CisHisO;
PacrBopenne (Ibuprofen) dissolved in 30 minutes /
He wMenmee 70 % (Q) Ci3His0:
(ubynpoden) uepes 30 MUH
99% to 102% Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He w™menmee 70 % (Q) CsHoNO,
(nmapavneramou) 4yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykt coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
b

Rana

Iloarorosneno: Pravesh

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mene m.a{!, PykoBourenn
Amit Kumar

-

Reprint Date:
Jlata:15.06.2023

Reprint Date:
Hata:15.06.2023

] ——

Reprint Date:
JaTa:15.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 10 1900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page3 of 6/ Crp.3 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykinn®, Tab1eTKH, NOKPBIThIE MNIEHOYHOH 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301034

Batch Quantity / O6bem naptuu : 757.700K g

040001899220

Analytical Report No / AHanuTtu4eckunit otuet Ne : Date of Analysis / Jlata ananu3sa: 15.06.2023

Date of Manufacture / Jlata npou3soactsa : May-2023 Date of Expiry / Cpok rogHocty : Apr-2028

| Analysis performed according ND / Ananus nposegen no HJT: I1 N011252/01-300522

6 |Related substances /
Poncreennble npumecu
Method 1/ Meron 1

Method 2 / Meton 2

0.0003% 4-aminophenol (paracetamol impurity) /
4-amuHoGeHON (NpUMeECh MapaleraMmona)
- not more than 0.005% /

He 6osee 0,005 %

0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jobas enunHMuHas
PUMECH (ubynpodena 70
napateramona) - not more than 0.3% /

He 6onee 0,3 %

0.03% Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meroxn 1 + Merton 2) -
not more than 0.7% / e 6onee 0,7 %

9 |Water/Bopa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [IpoaykT cootBeTcTBYeT Tpebopanusam HI[ | 3akmwouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Pravesh | IIpoepeHo: Pardeep Kumar OpnobpeHo: Meneaxep / Pykosoauresns
Rana ' Amit Kumar O
Reprint Date: Reprint Date: Reprint Date: ;
Hata:15.06.2023 Jata:15.06.2023 Hata:15.06.2023

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
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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
CEPTUO®HUKAT AHAJIU3A

Page 4 of 6/ Ctp. 4 3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabeTKH, TOKPHITHIE NIEHOYHOH 000.104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301034

Batch Quantity / O6bem naptuu : 757, 700K g

040001899220

Analytical Report No / Anaputuyeckuii oruet Ne @

Date of Analysis / Jlata aHanuza: 15.06.2023

Date of Manufacture / [Tata npousBoacTsa : May-2023

Date of Expiry / Cpok rogxoctu : Apr-2028

Analysis performed according ND / Auanus nposenes no HJT: T1 N011252/01-300522

10 |Uniformity of dosage
units /

ORHOPOAHOCTD
JI03MPOBaHUS

- Ibuprofen /ubynpocden

- Paracetamol/
napareTamolt

1.4

1.4

Acceptance value (AV) should be not
more than 15.0 /

ITokazarens npuemaemoctd (AV) nomkeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not
more than 15.0 /

Ilokazarens npuemieMoctd (AV) nomkeH
OBITh He Gonee 15,0

11 |Microbial limits /
Mukpobronoruueckas
YUCTOTA

a) Total aerobic
microbial count /
O6b11ee YHCII0
aspoBHBIX
MHKPOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee yucno
JPOXOKEBBIX U
IJIECHEBBIX IPUOOB

¢) E. coli

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

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

Absent in 1g/ OTcyTcTBYET B 1T

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

Not more than 100 CFU/g/
He 6o1ee 100 KOE/r

Shall be absent in lg / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumevanue: [TpoaykTt coorBeTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarororneHo: Pravesh | [Iposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosogurens
Rana Amit Kumar ?&JJ» A e
Reprint Date: Reprint Date: Reprint Date: '

Jlara:15.06.2023 Hara:15.06.2023 Jlara:15.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 5 of 6/ Crp. 5 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabaeTKu, NOKPHITHIE MJIeHOYHOI 060J10uKoii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301034 Batch Quantity / O6bem naptuu : 757.700K g
Analytical Report No / Ananutudeckuii otuet Ne : Date of Analysis / [Iata ananun3za: 15.06.2023
040001899220

Date of Manufacture / Jlata npoussoactsa : May-2023 Date of Expiry / Cpok roaHocTy : Apr-2028

Analysis performed according ND / Ananu3s nposezied no HJI: T N011252/01-300522

12 |Assay/
Konuuectennoe
olnpeneNneHne

395.2 mg/395.2 mr 3600 to 440.0 mg of Ci3HisO2
(Ibuprofen) per tablet /

Ot 360,0 MI oo 440,0 mr C;3H;s0:
(ubynpoden) B Tabnerke

325.41 mg/325.41 mr 2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHoNO,
(mapaueramon) B TabneTke

13 | 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
tabnetok B [IBX/Al 6nuctep. [To 1 |6muctep. [lo 1, 2 wim 20 6aucrepoB B
ONUCcTepy B TMa4yky KapTOHHYIO |HaydkKy KapTOHHYFO BMECTE c
BMECTE C  HWHCTPYKIMEH MO |MHCTPYKLHMEH NO MPUMEHEHHUIO.

NPUMEHEHHIO.

14 | Labeling / MapkupoBka| According to ND. / B cootBerctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [1pu Temnepatype He Bbille 25 °C.
16 | Shelflife / Cpox 5 years /5 ner
rOOHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cootBercTByeT Tpebopanusam HJ[ | 3axmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarotoBneHo: Pravesh | IIpoBepeHo: Pardeep Kumar Opno6peno: Menejpkep / PyKoBoIUTEND
Rana i o — Amit Kumar ?S‘_'Jv— 3
Reprint Date: Reprint Date: Reprint Date: !
JlaTa:15.06.2023 JaTa:15.06.2023 JlaTa:15.06.2023
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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
CEPTUOUKAT AHAJIU3A

Page 6 of 6 / Cp. 6 u3 6

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

Batch No / Cepus Ne : V2301034

WNoykauu®, TabJeTKH, NOKPHIThIE NIEHOUHOH 060/104K0ii, 400 Mr + 325 mr
Batch Quantity / O6bem naptuu : 757.700K g

040001899220

Analytical Report No / AHannTH4eckuii otuet Ne :

Date of Analysis / Jlata ananuza: 15.06.2023

Date of Manufacture / Jlata npoussozcTsa : May-2023

Date of Expiry / Cpok rogtoctii @ Apr-2028

FKna!ysis performed according ND / Avann3 nposezer mo HJI: [T N011252/01-300522

API name (INN) /

Haumenosanue ADGC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / PIBM230097 5041/22-23

Homep cepun npousBoautessi APC:

FP Manufacturer API Batch number /

Homep cepnu cyGCTAHIHH FEQAO00182 FEQA00167

npoussoautens I'JID:

API Manufactured by & country /
IIpousBoautens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuten, Unnus

Sri Krishna Pharmaceuticals
Ltd., India / 1pu Kpuina
®dapmacstotukaic JITz.,
WHnns

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykt coorBeTcTBYET TpeboBaHusM HJT

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh | IlpoBepeHo: Pardeep Kumar Ono6peno: Menemxkep / PykoBoaurenn
Rana - Amit Kumar N

Reprint Date: Reprint Date: Reprint Date: e
HaTa:15.06.2023 Hara:15.06.2023 Hara:15.06.2023
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