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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIMA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyxaun®, TabneTKkd, HOKPHITHIE IUIeHOYHOH 000/10uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300856

Batch Quantity / O6bpem mapTuu : 761.100 KG

040001830286

Analytical Report No / Ananutudeckuii otuer Ne :

Date of Analysis / lata ananu3za: 17.05.2023

Date of Manufacture / Jlata npousBoacTsa : Apr-2023

Date of Expiry / Cpok rogsoctn : Mar-2028

Analysis performed according ND / Auann3s npoexen mo HJI: I1 N011252/01-300522

Ne Test / IToxazaTean

Results/ PeayabTaThl

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancynoOBUAHOW (OpMBl, MOKPHITHIE
MIeHOYHOH 0005104KOH OpaHXKeBOro
BeTa, ¢ PUCKOI Ha OOHOH CTOPOHE;
Ha TNOMEpPeYyHOM pas3pe3e — SAApo
6enoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  xancynoBHUAHOH dbopmeL,
TTOKPbITEIE MJIEHOYHOMH obooukoi
OpaHKEeBOr0 LBETA, C PUCKOM Ha ONHOM
CTOPOHE; Ha TOMEepeyHOM paspese — apo
6esioro uiy nouty 6eyoro HBeTa.

Remarks: The Product conforms to ND/
IIpumeuanue: [Tpoaykr cootBercTByeT TpeboBanusam HJJ

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Hara:

Prepared by Checked by / Approved by: Manager/Executive
[ToaroToeneHo: w ITpoBepeno: Pardeep Kumar /Onobpeno:Menekep/PykoBoaut
Ramakant %\ 0 enb : Amit Kumarpy
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.03.2023

JlaTa:

Jlara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxana®, tabaerku, HOKPLITHIE IJIEHOYHOI 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300856 Batch Quantity / O6bem naptuu : 761.100 KG
Analytical Report No / AnanuTudeckunii oTyer Ne : Date of Analysis / JlaTa ananu3za: 17.05.2023
040001830286 :

Date of Manufacture / Jlata npoussoactea : Apr-2023 |Date of Expiry / Cpok rogsoctu : Mar-2028

Analysis performed according ND / Anann3 nposegen mo HJI: 11 N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IloanuHHOCTH 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 yepXUBaHHs OCHOBHBIX MMHKOB
Ha XpomarorpaMme UCTIBITYEMOTO
pacTBopa  JOJKHBI ~ COOTBETCTBOBATH
BpEMEHaM  YIEpKMBAaHUA [HKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpazuoB ubynpodeHa U Napaueramona

(pazmen «KonuyectBeHHOE
onpeAecHUE»)
3 |Average tablets weight 969.7 mg / 969.7 mr 940.9 mg to 999.1 mg
Cpenuss mMacca (970.0 mg +=3%) /
TabNeTOK OT 940,9 MI' 710 999,1 Mr

(970,0 mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHUuaM HJ[ 3axsouenue: OJOGPEHO
Prepared by Checked by / Approved by: Manager/Executive
IloarorosneHo: IlpoBepeno: Pardeep Kumar /Ono6peHo:Menemxep/PykoBoauT
Ramakant enb : Amit Kumar -
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023

Jara: Jara: Jara:

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of 6/ Ctp.3 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkana®, TabJeTKH, NOKPLITHIE MJIeHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepns Ne : V2300856

Batch Quantity / O6bem naptuu : 761.100 KG

040001830286

Analytical Report No / AHanuTHYecKHiH oT4eT Ne :

Date of Analysis / laTa ananusa: 17.05.2023

Date of Manufacture / lara npou3goacrsa : Apr-2023

Date of Expiry / Cpok roanoctu : Mar-2028

Analysis performed according ND / Anaau3 nposeaen mo HJI: IT1N011252/01-300522

4 |Disintegration /
Pacnagaemocts

06 min /mMn / 29 sec/MUH

Not more than 30 minutes /
He 6onee 30 Mun

5 |Dissolution /
Pacreopenue

97% to 100%

98 % to 101%

Not less than 70% (Q) CisHi50,
(Ibuprofen) dissolved in 30 minutes /

He w™enee 70 % (Q) CisHisO,
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmemee 70 % (Q) CsHoNO;
(mapaueramon) uepes 30 MUH

6 |Related substances /
PopcTeeHHbIE TpUMecH
Method 1/ Meton 1

Method 2 / MeTopn 2

0.0002%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amunodernon (IpuMech napaueraMmorna)
- not more than 0.005% /

He 6osiee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eAMHMYHAs
pUMECh (ubynpocdena HH
napaieramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
IlIpumeyanne: I[Ipoaykr cooTBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3axkmouenne: OJJOGPEHO

Prepared by Checked by / Approved by: Manager/Executive
TMuurvrusieny. [Mpusepenv. Pardeep Kuma /O poubpeHu:Menexep/FykoBoanT
Ramakant ) enb : Amit Kumar e

/ c:;[_—— = [&f// y
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023

JlaTa:

JHara:

Hara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page4 of 6 / Crp.4 uz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, TabeTKH, NOKPHITHIE LIEHOYHOI 060/104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300856

Batch Quantity / O6bem maptuu : 761.100 KG

040001830286

Analytical Report No / Aranmuruuecknii oTyer Ne :

Date of Analysis / [laTta ananm3a: 17.05.2023

Date of Manufacture / lata npou3BoacTsa : Apr-2023

Date of Expiry / Cpok rognoctn : Mar-2028

Analysis performed according ND / Ananus nposegen mo HJI: TT N011252/01-300522

7 |Water/ Bona 1.5% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.8 more than 15.0/
OAHOPOAHOCTD INokazareib npueMieMocTH (AV) nomkeH
JIO3UPOBaHUS ObITh HE 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ TTokazatens npuemieMocTH (AV) JOJKEH
napaneTamon 1.9 651Th He 6onee 15,0

Remarks: The Product conforms to ND/
ITpumeyanne: Ilpoaykt coorBeTcTBYeT TpeboBanusam HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by

Checked by /

[ToaroToBneHo: ITpoBepeHo: Pardeep Kumar
Ramakant M l

Approved by: Manager/Executive
/O no6peno:Menenxep/PykoBoaut

enb : Amit Kumar S
g

Jara:

Reprint Date:17.05.2023 Reprint Date: 17.05.2023

Hara:

Reprint Date: 17.05.2023
Jara:

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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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabaeTKH, HOKPBITHIE MJIEHOYHOH 0060104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300856 Batch Quantity / O0bem maptuu : 761.100 KG
Analytical Report No / Ananutnyecknii otuer Ne : Date of Analysis / JlaTta ananu3za: 17.05.2023
040001830286

Date of Manufacture / Jlara npon3Boacrsa : Apr-2023 |Date of Expiry / Cpok rogsoctu : Mar-2028

Analysis performed according ND / Auanu3s nposenen mo H: [T N011252/01-300522

9 [Microbial limits /
Mukpobuonoruyeckas
4UCTOTA

a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r
Ob1ee unciIo
a3poBHbBIX
MHKPOOPraHH3MOB

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

/ Ob1ee 4uCcno Menee 5 KOE/r
JPOMOKEBBIX H
TUIECHEBBIX [PUOOB

c) E. coli Shall be absent in lg / OTcyTcTBUE B
Absent / OTcyTcTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: [Iponykr cootercTBYET TpeGoBanusm HJI 3akmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[loaroroBneHo: 0\ ITpoepeno: Pardeep Kumar /Ono6peHo:Menenxep/PykoBoauT
Ramakant %@@ t enb : Amit Kumar F %
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05 2023
Harta: Hara: 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
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Dr.Reddy’s ‘,’:‘. o

Page 6 of 6/ CTp. 6 u3 6

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

N6ykanu®, TabaeTKd, NOKPbIThIE MJ1IeHOYHOI 060104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300856 Batch Quantity / O6bem naptun : 761.100 KG
Analytical Report No / Ananurudyeckuii orger Ne : Date of Analysis / JaTa anaau3za: 17.05.2023
040001830286
Date of Manufacture / Iata npoussogctsa : Apr-2023 |Date of Expiry / Cpok roguocts : Mar-2028
Analysis performed according ND / Anaams nposeaed mo HJI: 11 N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of CiHisO;
KonuuecteHHoe 393.6 mg/393.6 Mr (Tbuprofen) per tablet /
onpeseeHue Or 360,0 mMr go 440,0 mr C;3Hi50;

(ubynpodeH) B Tabnerxke
292.5 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,
|(mapaueramon) B TabneTke |
10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 Tabnerok B [IBX/Al
onucrep. Ilo 1, 2 nnu 20 6iancrepos B
nayKy KapTOHHYIO BMECTE c
HHCTPYKIUEH 10 NPUMEHEHHIO.

of CsHoNO,
322.50 mg/ 322.50 mMr

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnertok B [IBX/Al 6nnctep. Ilo 1
6nucrepy B mMaduky KapTOHHYHO
BMECTE C HHCTpYKIHeH

10 MPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootsercTun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /

11 | Package / YnakoBka

XpaHeHue ITpu Temneparype He Bbliue 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: ITpoxykT coorBeTcTBYET Tpeboanuam HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by

Checked by /
[TposepeHo: Pardeep Kumar

UOﬂFOTOBﬂEW
Ramakant / J'/ _

Approved by: Manager/Executive
/O no6peHo:Menemxep/PykoBoanuT

enb : Amit Kumar ce—
=

Jara:

Reprint Date:17.05.2023

Reprint Date: 17.05.2023
Jara:

Reprint Date: 17.05.2023
JlaTa:
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