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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tab1eTKH, HOKPHIThIE MIeHOYHOH 060/104K0il, 400 M + 325 mr

Batch No / Cepust Ne : V2300572

Batch Qu

antity / O0bem naprun : 727.50 KG

040001802920

Analytical Report No / Ananntu4eckuii otyer Ne :

Date of Analysis / JlaTa ananusa: 07.04.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of E

xpiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananu3s nposegen mo HJI: I1 N011252/01-300522

No Test / ITokazaTeanb

Results/ PesyapTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetkn
KancyJOBUAHOW (OpMBI, NOKPHITHIE
TIEHOYHOH 000/104KOi OpaHKXeBOTro
LBETA, C PUCKON Ha OJHOW CTOpOHE;
Ha TNOMEepeyHoOM paspese SOPO
fenoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KamcynoBHAHOH  (opmbl,
NOKPBITHIE TUJIEHOYHOH ofonoukoit
OpaHXeBOro lBeTa, ¢ PUCKOW Ha OJHOMN
CTOPOHE; Ha MOMEPEYHOM pa3pese — SAPO
6eJioro 1M nMo4TH 6e0ro LBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJJ 3axmoyenue: OJOBPEHO

Prepared Checked by / Approved by: Manager/Executive

bylloarorosneno: Ankit [Tpoeepeno: Ramakant /OnobpeHo:MeHemxep/PykoBoauT
MD{}‘ enb : Amit Kumar N—

Reprint Date: 07.04.2023 Reprint Date: 07.04.2023 Reprint Date: 07.04.2023

JlaTa: Jlata: JHara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Tab/1eTKH, NOKPbITHIE NJIEHOYHOH 000104K0#H, 400 mr + 325 mr

Batch No / Cepus Ne : V2300572 Batch Quantity / O6bem naptuu : 727.50 KG
Analytical Report No / AHanuTnyeckui oryer Ne : Date of Analysis / /laTa ananu3za: 07.04.2023
040001802920

Date of Manufacture / JlTata npou3BoacTsa : Mar-2023 |Date of Expiry / Cpok roasocts : Feb-2028

Analysis performed according ND / Anann3 npoBegen mo H/[: [T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTH 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 ynep)xvBaHWsi OCHOBHBIX TUKOB
Ha XpoMarorpamme UCIIBITYEMOTO
pacTBOpa  JOJDKHbl ~ COOTBETCTBOBATbH
BpEMEHAM  yJep)XHBaHHs NHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHHIX
obpasioB udbynpodena U napaueramosna

(pa3znen «KonuvyecTBeHHOE
onpenesieHye»)
3 |Average tablets weight 970.1 mg/970.1 mr 940.9 mg to 999.1 mg
Cpennss Mmacca (970.0 mg = 3%) /
TabNeTOK Or 9409 wMr go 9991 Mr

(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeGoBanusaM HJT 3akmoyenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylToarorosneno;, Ankit [TpoBepeHo: Ramakant /Onpo6pero:Menemxep/PykoBoaut
' enb : Amit Kumar o

h &”W V
Reprint Date: 07.04.2023 Reprint Date: 07.04.2023 Reprint Date: 07.04.2023
Lara: Lara: JlaTa:
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page3 of 5/Ctp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabJ1eTKH, NOKPBLIThIE ILIEHOYHOIT 060a04K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300572

Batch Quantity / O6bem naprus : 727.50 KG

040001802920

Analytical Report No / Ananuruyeckui oruer Ne :

Date of Analysis / JlaTa anaau3sa: 07.04.2023

Date of Manufacture / laTa npou3BoacrTsa : Mar-2023

Date of Expiry / Cpok rogHocty : Feb-2028

Analysis performed according ND / Anasnu3 nposeaen mo HJI: [1N011252/01-300522

4 |Disintegration /
Pacmagaemoctb

06 min /Mu / 25 sec/MUH

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PactBopenune

96% to 100 %

97 % to 104 %

Not less than 70% (Q) CisHisO,
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHis0:
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He menmee 70 % (Q) GCsHoNO»
(napaueramoi) 4epe3 30 MUH

6 |Related substances /

PoncreenHble nprMecu
Method 1/ Meron 1

Method 2 / Meton 2

0.0004 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amunodeHon (mpuMech rnapaleraMmoa)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas envHU4HAasA
MIpUMECh (ubynpodeHna 17005
napareramora) - not more than 0.3% /

He 6oinee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Merox 1 + Meton 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/
TIpumeyanue: [TpoayKT cooTBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3axmrouenne: OAOBPEHO

Prepared
bylloarorosneHo: Ankit

Checked by /
ITposepeno: Ramakant

/ |

Approved by: Manager/Executive
/O no6peHo:MeHemxep/PykoBoauT

enb : Amit Kumar “\—
(5\'/

Reprint Date: 07.04.2023
Jlara:

Reprint Date: 07.04.2023
Hara:

Reprint Date: 07.04.2023
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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Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 4 of S/ Ctp.4 35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNo6ykana®, TabJeTKH, IOKPbIThIE VIEHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300572

Batch Quantity / O6bem naprum : 727.50 KG

040001802920

Analytical Report No / AnasuTHuecknii oTyer Ne :

Date of Analysis / lara ananu3sa: 07.04.2023

Date of Manufacture / lata nponsBoacTsa : Mar-2023

Date of Expiry / Cpok rogunocts : Feb-2028

Analysis performed according ND / Anaau3 nposenen mo HJ{: [T N011252/01-300522

a) Total aerobic
microbial count /
Obmee yucno
a3pobHBIX
MHKpPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Ob1ee yucno
JIPOXCOKEBBIX U
IJIECHEBBIX TpuboB

¢) E. coli

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

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

Absent / OtcyTcTBYyET

7 |Water/ Bona 1.2% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.8 more than 15.0 /
OnHOPOIHOCTH [Tokazarens npuemneMocty (AV) nomkeH
JIO3UpOBaHUs 65ITE He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.8 more than 15.0/
- Paracetamol/ IToxazarens npuemnemoctd (AV) nomxeH
napaueTamos 6b1Tb He Oonee 15,0
9 |Microbial limits /
Mukpo6uonoruueckas
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 lg / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBETCTBYET TpeboBauusm HJ

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared
bylloarorosieHo: Agklt

U

Checked by /

HpOBepeHo:ma@kam
ol

Approved by: Manager/Executive
/Ono6peHo:MeHemxep/PykoBoauT
enb : Amit Kumar /&“’:‘\/

Reprint Date: 07.04.2023
Jara:

Reprint Date: 07.04.2023
Jara:

Reprint Date: 07.04.2023
Jlara:
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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
CEPTHOUKAT AHAJIU3A

Page Sof 5/Ctp.5m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxnun®, TabaeTkn, NOKpbIThIE MJIEHOMHON 0001049K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300572

Batch Quantity/ O6bem naptun : 727.50 KG

040001802920

Analytical Report No / AHanuTudeckuii oTyer Ne :

Date of Analysis / laTta ananuza: 07.04.2023

Date of Manufacture / JlaTta npousBoacrsa : Mar-2023

Date of Expiry / Cpox rogsoctu : Feb-2028

Analysis performed according ND / Anasus nposenen no HJI: I1 N011252/01-300522

10 |Assay/
KonnyectseHHoe
onpeneseHue

393.0 mg/393.0 Mmr

325.68 mg / 325.68 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 MIr 10 440,0 Mmr C13H1302
(ubynpoden) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO,
(mapaueramoJ) B TabneTke

of Ci3H 50,

of CsHoNOz

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6xuctep. I1o 1
OnucTepy B Ma4yky KapTOHHYIO
BMECTE C UHCTPYKLIMEH

10 IPUMEHEHHIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnetok B [IBX/Al
6nucrep. Ilo 1, 2 unu 20 GnucrepoB B
navky KapTOHHYIO BMeECTe c
MHCTPYKIMEH 11O NPUMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND. / B cootBerctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ilpu Temneparype He Boiie 25 °C.
14 | Shelf life / Cpox 5 years/ 5 ner :
TOAHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTByeT TpeGoBanuam HJI

Opinion: APPROVED
3akimrouenne: OJIOBPEHO

Prepared

bylloarorosne : Ankit
/‘v -//

Checked by /
IIpoeepeHo: Ramakant

Bukod

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaur

enb : Amit Kumar [\ ;/

Reprint Date: 07.04.2023
Jara:

Reprint Date: 07.04.2023
Hara:

Reprint Date: 07.04.2023
Hara;
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