Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykiun®, Tab/leTKH, IOKPBITHIE ILIEHOYHOH 000J04K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101042

Batch

776.000 Kg

Quantity / O6bemM napTuu :

890001533749, 890001533454

Analytical Report No / AHanuTuyeckui or4et No :

Date of Analysis / Iata anamm3a: 10.07.2021

Nate of Manufacture / JIaTa npouzgogerra : Jun-2021

Dato of Expiry / Cpoxr rognocrn : May-2026

Analysis performed according ND / Ananu3s npogegen o HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06,09.2018, nam. Ne 2 ot 23.09 2019)

—

Test

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkm  kancynoeugHowm
thopmel, NOKpbITble
NNEHOYHON obonoukoi
OPAHXKEBOro LIBETA, G PUMLKUN
Ha O0AHOW CTOpOHE, Ha

nonepeyHoM paspese — s4po
Benoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets:
on cross section- white to off-white
core / Tabnetkum kancynosuaHow
dhopmbl,
obonoyko opaHXeBoro LuseTa, ¢
pyUckOM Ha OpHOW CTQROHE; Ha
HUNEPEYHOM
6enoro nnv noyTtn 6enoro ygeta

MOKpbITEIE  MNEHOYHOW

paspese - aapo

Remarks : The Product conforms to ND/
ITpnmeuanmue: ITponykT cooTBeTcTBYET TpebGoBanusam HJL

Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by /
IloaroroBneHo:
Pardeep Kumar

=L

Checked by /
IIposepeno:
Santosh Kumar Maurya

W S

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

P K Sha
avan Kumar Sharfha —_—

Print Date:
Hara: 10.07.2021

Print Date:
Hata: 10.07.2021

Print Date:

Hata: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanu®, TabneTKH, NOKPLITHIE IUIEHOYHOH 0601049K0it, 400Mr + 325Mr

Batch No / Cepus Ne : V2101042 Batch Quantity / OobemM napTum :
776.000 Kg
Analytical Report No / Anasuruyeckuii oruer Ne : Date of Analysis / lata ananmsa: 10.07.2021

890001533749, 890001533454

Date of Manufacture / /laTa nponsgoactsa : Jun-2021 | Date of Expiry / Cpok roanocru : May-2026

Analysis performed according ND / Ananu3s nposegen no H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ m3m. Na 1 o1 06.09.2018, num. Ne 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
MoanuHHOCTL B cooTtBeTcTBIN C peaks on the chromatogram ol the
onncaHuem test solution should correspond to

the retention limee of the peuake on
the chromatogram of ibuproten and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHus OCHOBHbIX

nUKOD la XpomaTorpamme
UCMbITYEMOro pactBopa [OSDKHbI
GUUILL TG [ M HHR
YAEPKUBAHUS n1KoB Ha
XpomaTtorpamme pacTBopa
CTaHOapTHbIX obpasuos
nbynpocpeHa wun napauetamona
(pasgen «KonuuectseHHoe
onpegeneHvey)
3 |Average weight and 967.1 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0imy £ 3,0 %) /
CpegHsas macca n Or 9409 wMmr po 9991 wr
04HOPOAHOCTL MO (970,0 mr + 3,0 %)
mMacce
18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok — He Bornee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykr cootBeTcTBYeT TpeboBanuam HJl | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PykoBoautenp
Pavan Kumar Sharma
Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hara: 10.07.2021 Hara: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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 ‘,‘0

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, Tab1eTKH, MOKPLITHIE IJIEHOYHO 060J1049K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101042 Batch Quantity / O6bem nmapTuu :
776.000 Kg
Analytical Report No / AnanuTugeckuii oruer Ne : Date of Analysis / /laTa anamu3za: 10.07.2021

890001533749, 890001533454

Date of Manufacture / Jlata npousBoactsa : Jun-2021 | Date of Expiry / Cpok rogaoctu : May-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06 09 2018, amend No ? fram 23 09 2019/ wam Ne 1 ot 04.09,2018, u3M. Na 2 ot 23.09.2019)

4 |Disintegration / 13 minutes 26 seconds Not more than 30 minutes /
Pacnapaemoctb He 6ornee 30 muH

5 |Dissolution / 97% - 100% NLT 70% (Q) C13H1s02 (Ibuprofen)
PaCTBopeHme diSSOIVed in 30 minuteS/

He meHee 70 % (Q) Ci3Hqg0:
(nBynpoden) yepes 30 MuH

NLT 70% (Q) CsHgNO:
99% - 104% (Pararetamnl)  dissnlved  in 30
thinulys /

Ho menne 70 % () CuyHUNOY
(mapauetamon) yepes 30 MuH

6 |Related substances/ 0.03% Total impurities of Ibuprofen NMT
PofcTBeHHbIEe NpuMeck 1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napaueTtamona) — He 6onee
0,005%

7 |Water/Boga 1.4% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED _
ITpumeuanue: IIpoayxr cooteercTByeT Tpebosanuam H| | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneHo: [Iposepeno: Ono6peno: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PyxoBoauTens
Pavan Kumar Sharfia

f @f\ V
Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hata: 10.07.2021 Hara: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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 ‘,‘.’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNo6ykauu®, TabeTKH, NOKPbITHIE IIEHOYHOH 060104K0ii, 400Mmr + 325Mr

Batch No / Cepusn Ne : V2101042 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / AHannru4yeckuii oruer Ne : Date of Analysis / [laTa ananusa: 10.07.2021

890001533749, 890001533454

Date of Manufacture / /laTa npoussoacrsa : Jun-2021 | Date of Expiry / Cpok roanoctu : May-2026

Analysis performed according ND / Ananu3 nposegen mo H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonornyeckas
JucToTa

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microhial count / MeHee 10 ICQLC/r I le Gones 1000 KOE/r
O6bulee yncno
a3poBHbIX
MUKPOOPraHM3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / OBLwee '11cno
APONOKERKIX 1
nnecHesbix rprbos
Absent in 1g / OtcytcTByet B |Shall be absent in 1g / OTcyTcTBUE

¢) E. uuli 1 BIr

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT coorBercTBYeT TpeboBanusam H]l | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IposepeHo: ‘Onobpeno: Menemxep /
Pardeep Kumar Santosh Kumar Maurya Pyxoronutens

; Pavan Kumar Shafiha

> j 3 ‘@5 jf,jy/

Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hara: 10.07.2021 Hata: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykAnH®, TabJIeTKH, NOKPHIThIE MJIEHOYHOMH 000/104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2101042 Batch Quantity / O6nem naptum :
776.000 Kg
Analytical Report No / AHanuTHYecKHil oTyeT Ne : Date of Analysis / lata ananuza: 10.07.2021

890001533749, 890001533454
Date of Manufacture / J/IaTa npousBojcTsa : Jun-2021  |Date of Expiry / Cpok roanocru : May-2026

Analysis performed according ND / Ananu3 nposenen no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

/ OpHOpOJHOCTL 2.6 lMokasatent npuemnemoctu (AV)

aosnpoBaHnsa 0OMKeH ObITe He bonee 15,0.

ibuprofen /

nbynpoder Acceplance value (AV) should be
not more than 15.0 /

Paracetamol / 2.0 Mukasatel b Hpuemnemocty (AV)

napaueTamon JomKeH BbITh He Gonee 15.0.

10 |Assay/ 391.1 mg 360 to 440 mg of CqH1:02
KonuuecTBeHHOR (Ibuprofon) por tablot /
onpeaeneHve O1 23RN0 mr an 440.0 mr CaHaaDx

(wbynpodper) B TabneTke

325.85 mg 2925 to 357.50 mg of CsHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO»
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr coorserctByeT TpeGosanusm HJl | 3akmouyenune: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Santosh Kumar Maurya Pykosoaurtens
fﬂ% Pavan Kumar Shapma

Z - ;_",,9/‘//,_ -
Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hata: 10.07.2021 Hara: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: TRS195APIORAPL.COOA5YT
www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykauu®, Tab1eTKH, NOKPbIThIE MIEHOYHOH 0001049K0it, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101042 Batch Quantity / O6pem napruu :
776.000 Kg
Analytical Report No / AHasiuTHYeckHii oryeT Ne : Date of Analysis / laTa ananu3za: 10.07.2021

890001533749, 890001533454

Date of Manufacture / fata npousBoacrsa : Jun-2021 | Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Anamus nposenen no HJ{: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, u3M. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka | 10 tablets in PVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patlent Informatlion leafiot In - [loaflot In a carton. / Mo 10 TadnoTol
soarlon. /Mo 10 Tabnetok B NBX/Al 6nnctep. Mo 1, 2 nnn 20

B MBX/AI Gymcrep. Mu 1 O1mc1epuB B 1IAYRY R I URHYR)
BnuvcTtepy B nadky BMeCTe C MHCTPYKUMEN no
KapTOHHYIO BMecCTe C NPUMEHEHUIO.

WHCTPYKUKEen no

MPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTtanm ¢ Hf]
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.
14 | Shell life / Cpuk byears /b ner

ro4HOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmue: [Ipoaykr coorBercTyeT Tpebopanusm HJI | 3axmovenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: IIposepeno: Onobpeno: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PykoBoauTens

8 s Pavan Kumar Shapma
o e /1121;//

Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hata: 10.07.2021 Harta: 10.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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