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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 5/Ctp.1 u3 5

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mbykanu®, TabaeTKH, IOKPBITHIE IIEH0YHOi 0601049K0#H, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300581

Batch Quantity / O6bem naptuu : 725.5KG

040001804003

Analytical Report No / AHasnTHYecKuii oTyer Ne

Date of Analysis / laTa ananu3sa: 09.04.2023

Date of Manufacture / Jlata npoussoacTsa : Mar-2023

Date of Expiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: ITN011252/01-300522

Ne | Test / IlokazaTean

Results/ Pe3yabTaThl

Specification / Hopma

| |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancyJOBUAHOH (OpMBI, MOKPBIThIE
TUJICHOYHOH 000JI0UKON OpaH>KEBOro
LBETa, C PUCKO Ha OIHOH CTOPOHE;
Ha TMOMNEpeyHoM paspese — SApo
6esoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancynoBUIAHOM bopMmbl,
MIOKPBIThIE TUIEHOYHOMH 000104 KOH
OpaHXEBOro LBeTa, C PUCKOW Ha OJHOH
CTOpPOHE; Ha MONEPEUHOM pa3pese — PO
6enoro uny noutu 6enoro usera.

Remarks: The Product conforms to ND/
IIpumeuanmne: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJ

Opinion: APPROVED
3akaouenue: OJJOBPEHO

Jara:

Prepared Checked by / Approved by: Manager/Executive
bylloarotoeneHo: Ankit ITposepeHno: Naresh Kumar /Onobpeno:Menemkep/PykoBoaut
enb : Ajay Sharma @’
e -~
Reprint Date: 09.04.2023 Reprint Date: 09.04.2023 Reprint Date: 09.04.2023

Jara:

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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Page 2 of 5/Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkauH®, TabJeTKH, NOKPHITHIE MJIeHOYHOH 000104Ko0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300581

Batch Quantity / O6bem naptuu : 725.5KG

040001804003

Analytical Report No / Ananutndeckuii oryer Ne : Date of Analysis/ lara apanusa: 09.04.2023

Date of Manufacture / JIata npon3soacrsa : Mar-2023 |Date of Expiry / Cpok rogaocru : Feb-2028

Analysis performed according ND / Ananus nposeaen mo HJI: 1T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[NopnuHHOCTH 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 ynepxMBaHUsI OCHOBHBIX ITUKOB
Ha  Xpomarorpamme MCIBITYEMOT0
pacTBOopa  JOJDKHBI ~ COOTBETCTBOBAThb
BpEMEHAM  yIep>KMBaHUs IHKOB Ha
XpoOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa u napaleramona

(pazgen «KonuuecTBenHoe
OTIpEENICHUEN)
3 |Average tablets weight 969.9 mg / 969.9 Mr 940.9 mg to 999.1 mg
Cpensss Macca (970.0 mg = 3%) /
TabieTok Or 9409 wmMr jpo 999,1 wmr
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeuanue: ITpoaykT cootsercTByeT TpeboBanusm HJJ 3axouenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Ankit [Tposepeno: Naresh Kumar /Onobpeno:Mene pxep/PyKoBoanT
ﬂ U enb : Ajay Sharma &\(
- S~
Reprint Date: 09.04.2023 Reprint Date: 09.04.2023 Reprint Date: 09.04.2023
Mara: Hara: Hara:
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CEPTUOUKAT AHAJIU3A

Page 3 of 5/ CTp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, Tab1eTKkH, NOKPbITHIE MJ1€HOYHO# 0001049K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300581

Batch Quantity / O6bem maptuu : 725.5KG

040001804003

Analytical Report No / AHanuTHueckuii oTder Ne :

Date of Analysis / /lata anammsa: 09.04.2023

Date of Manufacture / lata npou3oacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anann3 nposeaes mo H: I1 N011252/01-300522

4 |Disintegration /
PacnagaemocTs

06 min /mMn / 13 sec/MuH

Not more than 30 minutes /
He 6onee 30 Mmun

5 |Dissolution /
PactBOpenue

93% to 106 %

96 % to 106 %

Not less than 70% (Q) Ci3Hy50;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) C;3His0,
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He wmemee 70 % (Q) CsHoNO,
(mmapaueramon) uepe3 30 MUH

6 |Related substances /

Method 1/ Metox 1

Method 2 / MeTopn 2

PoncteenHble npumMecu

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (MmpuMech napaleramoa)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHU4YHas
npuMech (ubynpodena U
napaueramorsa) - not more than 0.3% /

He 6ojiee 0,3 %

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

Remarks: The Product conforms to ND/
Ilpumeuanmne: IlpoaykT coorBeTcTBYET TpeboBanuam H]I

Opinion: APPROVED
3axmouenune: OJJOBPEHO

Prepared
bylloarorosneno: Ankit

A

Checked by /
[IpoBepeHo: Nare? Kumar

v,
>

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBo Ut
enb : Ajay Sharma

Reprint Date: 09.04.2023
Jara:

Reprint Date: 09.04.2023
Hara:

Reprint Date: 09.04.2023
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
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd}i,
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Paged4 of 5/Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykan®, TabiieTkH, MOKPHITHIE MIEHOYHOH 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300581

Batch Quantity / O6bem napruu : 725.5KG

040001804003

Analytical Report No / AHanuTnyeckuii oTyer Ne :

Date of Analysis / laTa ananusa: 09.04.2023

Date of Manufacture / JaTta npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognocty : Feb-2028

Analysis performed according ND / Ananu3s nposegen mo HJI: TI N011252/01-300522

a) Total aerobic
microbial count /
Obwee yrncno
adpOOHBIX
MHKpPOOPTaHH3MOB

b) Total combined
yeasts and mould count
/ Ob1uee yuco
IPOAOKEBBIX U
IIJIECHEBbIX TPHOOB

¢) E. coli

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

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

Absent / OtcyTcTBYET

7 |Water/Bogna 1.3% Not more than 5.0% /
He 6oiee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.2 more than 15.0/
OnHopoaHOCTh Iloxazatens npuemnemoctu (AV) noJxeH
JIO3UPOBaHHUS 6561Th He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.7 more than 15.0 /
- Paracetamol/ [Tokazarens npuemneMoctu (AV) noskeH
napateTamort 6bITh He Gonee 15,0
9 [Microbial limits /
MuxpobHronoruueckas
YHUCTOTA

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 1g / OrcyrcTBue B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion: APPROVED
3axmouyenne: OJJOBPEHO

Prepared
bylloarorosneno: Ankit

/’

Checked by /
[TposepeHo: Naresl@(umar

—

Approved by: Manager/Executive

/Onobpeno:Menemkep/PyKkoBoaHT
enb : Ajay Sharma

Reprint Date: 09.04.2023
Jlara:

Reprint Date: 09.04.2023
Jara:

Reprint Date: 09.04.2023
JlaTa:
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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
CEPTUPHUKAT AHAJIM3A

Page 5 of 5/ Crp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Tab1eTKH, NOKPBIThIE NIEHOYHO#H 060,1049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300581

Batch Quantity / O0bem naptuu : 725.5KG

040001804003

Analytical Report No / AHanuTHdecknii oT4yeT Ne :

Date of Analysis / /laTa ananusza: 09.04.2023

Date of Manufacture / Jlata npousBoacTBa : Mar-2023

Date of Expiry / Cpok rogsoctd : Feb-2028

Analysis performed according ND / Anasins nposeaen no HJI: 1 N011252/01-300522

10 |Assay/
Komnuyectsennoe
orpeeneHue

391.0 mg/391.0 mr

327.84 mg/ 327.84 mr

360.0 to 440.0 mg of CiHisOs
(Ibuprofen) per tablet /

Ot 360,0 MI' 10 440,0 Mr C13H1302
(ubynpoden) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;

(nmapaueramon) B TabseTke

of CsHt)NOz

11 | Package / YrakoBka

10 tablets in PVC/AI blister. 1
blister and a patient information
leaflet in a carton. / Jlo 10
tabnerok B [IBX/Al 6mucrep. Ilo 1
onicrepy B Nadky KapTOHHYIO
BMECTE C UHCTPYKLUHEH '

TI0 MPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/Al
6nuctep. Ilo 1, 2 wnu 20 6nuctepoB B
nayky KapTOHHYIO BMECTE c
HHCTPYKLHUEH MO IPUMEHEHHUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootetcrBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenve I[Tpu Temneparype He Bbille 25 °C.
14 | Shelf'life / Cpox 5 years / 5 ner
TOHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusM HJI

Opinion: APPROVED
3axumouenune: OJIOBPEHO

Prepared

bylloarotorn ﬁ;\nkit

Checked by /
[TpoBepeno: Naresh Emar
/

Approved by: Manager/Executive

/Opobpeno:Menenxep/PykoBoaut
enb : Ajay Sharma

Reprint Date: 09.04.2023
Hara:

Reprint Date: 09.04.2023
Hara:

Reprint Date: 09.04.2023
JlaTa:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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