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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page10of 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoykauH®, TabneTKH, IOKPbITHIE MJIeHOYHOI 06004K0i, 400 mr + 325 mMr

Batch No / Cepus Ne : V2300586

Batch Quantity / Oowbem naprum : 727.5 KG

040001809876

Analytical Report No / AnanuTuyeckuii otyet Ne :

Date of A

nalysis / [laTta anamsa: 15.04.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of E

xpiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Auanus nposeaen no HJI: [TN011252/01-300522

No  [Test / TokazaTeas

Results/ Pe3yabTaThl

|Specification / Hopma

1 |Description/ Onncanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabneTku
KancynoBUAHOW (OPMBI, TOKPBITHIE
TUICHOYHOH 000JI04YKOM OpaHXeBOro
L1BETa, C PUCKOW Ha OJHOMN CTOPOHE;
Ha TIOTIepeyHoOM paspe3e — SIpo
OeJioro LBeTa.

Capsule-like orange-coloured film-coated
|one-side scored tablets;
lon cross section- white or off-white core. /
Tabnetku  KancyJOBUAHOMN dopmBl,
MOKPBITHIE TUIEHOYHOH 0605104KOH
OpPaHXEBOI'O LIBETA, C PUCKON Ha OAHOH
CTOpOHE; Ha MONEePEeHHOM paspese — SApo
6es10ro naK no4tH 6enoro BeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanne: [Tpoaykr coorBeTcTBYeT TpeboBanusm HJI 3axmouenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosnexo: @wpd ITpoBepeHo: Rajeev Gandhi 6‘;/ /OnobpeHo: MeHenxcep/PyKOB()mtT
Ramakant " )~ enp :Manoj Kumar wh
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 2 of 6/ Cp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, TabJeTKH, NOKPBITHIE MI1eH0YHOii 060.104K0#, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2300586

Batch Quantity / Oobem napruu : 727.5 KG

040001809876

Analytical Report No / AHanuTnueckuii oTyer No :

Date of Analysis / [laTa ananusa: 15.04.2023

Date of Manufacture / lara npoussoacrsa : Mar-2023

Date of Expiry / Cpok rogsocts : Feb-2028

Analysis performed according ND / Ananin3 nposegen o H/: T N011252/01-300522

2 Identification /
[TogmHHOCTD

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)KiMBaHHA OCHOBHBIX NMHKOB
Ha Xpomarorpamme UCTIBITYEMOTO
pactBopa  JOJDKHBl ~ COOTBETCTBOBATb
BpeMeHaM  yAep)KHBaHWS THKOB  Ha
XpoMaTorpaMMme pacTBopa CTaHAapPTHbBIX
obpasuoB uOynpodeHa U mnapaneramosa
(paznen «KonnuecTBeHHOE
onpeJeneHre»)

3 [Average tablets weight
Cpennss Macca
TabJieTok

972.2 mg/972.2 mMr

940.9 mg
(970.0 mg + 3%) /
Or  940,9 MI
(970,0 Mr £ 3 %)

to 999.1 mg

o 999,1 MT

Remarks: The Product conforms to ND/
IIpumeuyanne: IIpoaykt coorBeTcTBYeT TpeboBaHusmM HJ{

Opinion: APPROVED
3akmouyedue: OJOBPEHO

Prepared

bylloaroTopneHo: W
Ramakant

Checked by /
[Tporepeno: Rajeev Gandhi @/

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

Reprint Date: 15.04.2023
JlaTa:

Reprint Date: 15.04.2023

Hara:

elib :Manoj Kumar @é

Reprint Date: 15.04.2023
Jlara:
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabJeTKH, IOKPBITHIE N1eHOYHOI 0060/104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300586

Batch Q

uantity / O6bem nmaptuu : 727.5 KG

040001809876

Analytical Report No / ArannTrndeckuii oryer Ne :

Date of Analysis / lata ananu3a: 15.04.2023

Date of Manufacture / {ata npoussoacrsa : Mar-2023

Date of Expiry / Cpok roanoctn : Feb-2028

Analysis performed according ND / Ananu3 nposegen no HJ: [TN011252/01-300522

PoacteenHble npuMecH
Method 1/ Metop 1

Method 2 / Meton 2

0.0001 %

0.03%

0.03%

4 |Disintegration / 06 min /mu / 06 sec/MuH Not more than 30 minutes /
Pacnapnaemocts He 6onee 30 MuH
5 |Dissolution / Not less than 70% (Q) CiHisO:
PactBopenne 97% to 105% (Ibuprofen) dissolved in 30 minutes /
He wmenee 70 % (Q) CpiHis0;
(nb6ynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO;
98 % to 104 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramon) uepes 30 MiH
6 |Related substances / 4-aminophenol (paracetamol impurity) /

4-amunobeHoN (MpuMech NapaleraMmona)
- not more than 0.005% /
He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHU4HAsA
npuMech (wbynpodena WIn
napateramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma mpumeceit (Meron 1 + Metog 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to NT)/
Hpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHusm HJJ

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared

byHOAFOTOBneHOM
Ramakant '

Checked by /
[Tpoepeno: Rajeev Gandhi

b

Approved by: Manager/Executive

Reprint Date: 15.04.2023
Jara:

Reprint Date: 15.04.2023

v /Onobpero:Menemxep/Pykosoaur
esb :Manoj Kumar 3;,; z;"‘é
Reprint Date: 15.04.2023

JaTta:

JlaTa:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 6/ Crp.4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabneTku, NOKPHITHIE MJIEHOYHOM 000104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300586

Batch Q

uantity / O6bem maptuu : 727.5 KG

040001809876

Analytical Report No / Asanutuveckuii otyer Ne :

Date of Analysis / /lata ananuza: 15.04.2023

Date of Manufacture / lata npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anasaus nposeaen mo HJI: [1N011252/01-300522

7 |Water/ Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OmHOPOAHOCTB [Toxazatens npuemsieMoct (AV) noJokeH
JIO3UpOBaHUs 6bITH HE Oontee 15,0
- Touprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [Toxa3zatens npuemyieMocTd (AV) n10nxeH
napaueTaMmon 1.3 6bITh He OoJiee 15,0

L

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr cooretcTBYeT TpeGosanusM HJI 3axmoyenne: OJJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroneHo: % ll/t IIpoBepeHo: Rajeev Gandhi /O nodpeno:Menemxep/PykoroauT
Ramakant — enb :Manoj Kumar X
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 ~—

Hara: Hara: Jara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P., 173 205, INDIA
Te! : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 5of 6/ Crp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOyxauH®, TabJeTKH, NOKPBIThIE IIEHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300586

Batch Quantity / O6bem naprunu : 727.5 KG

Analytical Report No / AHanuTH4eckHii oTyeT Ne :
040001809876

Date of Analysis / [lata anaau3za: 15.04.2023

Date of Manufacture / Jlata npoussoacrpa : Mar-2023

Date of Expiry / Cpox rognoctu : Feb-2028

Analysis performed according ND / Anann3 nposegen mo HJI: T N011252/01-300522

9

Microbial limits /
Mukpoduonornyeckas
4HCTOTA

a) Total aerobic
microbial count /
O6uiee uncio
a’pOOHBIX
MUKPOOPTraHU3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
JPOXOKEBBIX U
IIeCHEBBIX IPUbOB

¢) E. coli

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

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

Absent / OTcyTCcTBYET

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 / OrcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
Hpumeuanne: I[Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
byHOILFOTOBHCHOIM [TpoeepeHo: Rajeev Gandhi L /O noGpeno:Menemxep/PykoBogut
Ramakant - enb :Manoj Kumar G Aun.
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023

Hara: Hara:
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 6 of 6/ CTp. 6 13 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykamu®, TabjaeTkH, IOKPHITHIE NJIeHOYHOH 060/109K0i, 400 mr + 325 mr
Batch No / Cepus Ne : V2300586 Batch Quantity / O6bem naptuu : 727.5 KG
Analytical Report No / AHanuTHueckuii oTdyer Ne : Date of Analysis / JlaTa anaau3za: 15.04.2023
040001809876
Date of Manufacture / lata npoussoacrsa : Mar-2023 |Date of Expiry / Cpok rognocty : Feb-2028
Analysis performed according ND / Ananus nposeaen no HJ/I: [1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of CiHi0,
Konnuectaentoe 404.1 mg / 404.1 mr (Ibuprofen) per tablet /
ornpeneneHe Or 360,0 mMr mo 440,0 mr C;3sHis0;
(ubynpoden) B TabneTke
292.5 to 3575 mg of CsHoNO;
321.78 mg/ 321.78 mr (Paracetamol) per tablet /
{OT 292,5 mr po 357,5 mr CsHoNO,
(napaueramosn) B TabJIeTKe
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. / Ilo 10 Tabnerok B [1BX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1  |6nuctep. o 1, 2 unn 20 OamcTepoB B
onuctepy B TNauky KapTOHHYIO |[Auky KapTOHHYO BMECTE c
BMECTE ¢ UHCTPYKLIHeH HHCTPYKUUEH N0 TPUMEHEHUIO.
10 PUMEHEHHIO.
12 | Labeling / MapkupoBka| According to ND. / B cootserctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaneHue [1pu Temneparype He Bbiule 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
COHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeGoBaHUsm HJT 3axiroyenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
byl'[onromsnem:/%/{,!\ L [Tposepeno: Rajeev Gandhi | /Ono6peno:Menemkep/PykoBoanT
/ . ] - /
Ramakant esib :Manoj Kumar 4)@& u/’,
Reprint Date: 15.04.2023 Reprint Date: 15.04.2023 Reprint Date: 15.04.2023
Hara: JlaTa: JlaTa:
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