Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product : Ibuelin, film-coated tablets 400 mg + 325 mg
Hoykaun®, Tadnerku, n0KpeIThie IeHoY0H oboaoukol, 400mr + 325mr

Batch No / Cepua Ne : V2100004 Bateh Quantity / Obbem naprum :
B 776.000 Kg
Analytical Report No / Ananuraiecknii omaer No : Date of Analysis / laTa amaanza: 25.01.2021

590001502305, 890001501568

Date of Manufacture / Nara npoussogersa @ Jan -2021 | Date of Expiry / Cpok rogoern : Dec-2025
Analysis performed according ND / Anaans nposenen mo HI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Na 2 from 23.09.2019/ mam. No 1 ot 06.09.2018, uam. No 2 o1 23.00.2019)

s. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured |Capsule-like orange-coloured film-
tim-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on croct coction whita coro f|oora / Ta0NCTIE Aoy oL i
TabneTk  KancynosWAHON [hopMbl, NOKPRITEIE  NIEHONHORN

hopMEl, NoKpkITLIE \0BoNoYKoll OpaHxeBoro LUBeTs, ©
NNeHoYHOIR oDOoNOYKoM |pUCKOR Ha OQHOR CTOpOHE, Ha
OpaHXeBoro LBeTa, C PUCKOA nonepedyHoM  paspese -  Afapo

Ha OOHOW cCcTopoHe;  Ha Benoro wnin nodTw Benoro UBeTa
nonepeYyHoMm paspese — Apo
BGenoro useTa

Remarks : The Product conforms to ND/ Opinion : APPFROVED
Ipumeuanne: [pogykr cooteercTRYeT TpeGopaHmam HJT Jakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroTosneHo: IIpoeepeno: Onobpeno: Menemwep /
Pardeep Kumar Himesh Kumar PykoBoguTens
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Print Date: Print Date: Print Date:
Jara: 25.01.2021 Jara: 25.01.2021 Jara: 25.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 31 40 4900 2959, Email: mail{@drreddys.com
CIN: L85195AP1984PLCOD450T
www.dmeddys, com



Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJTH3A

"Produet : Ibuclin, film-coated tablets 400 mg + 325 mg
Hboyvenua®, Tabierku, NOKPeITEIE NACHOYHOH obonoukoi, 400mMr + 325mr

20001502305, §90001501568

Batch No / Cepun Ne : V2100004 Batch Quantity / Ofbem naprum :
776.000 Kg
Analytical Report No / AnaauTuqecknii oryer No : Date of Analysis / JlaTra ananuza: 25.01.2021

Date of Manulacture / jlava nponzsogcrea ; Jan -2021  |Date of Expiry / Cpox roguoctn ; Dec-2025

Analysis performed according ND / Ananus nposegen mo HI: [T NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ma 1 or 06.09.2018, uzm. No 2 ot 23.09.2019)

2 ldentification [
MognuHHOCTE

a) Complies as prescribed/  |The retention time of the main
B cooTeeTcTBMM C peaks on the chromatogram of the
onucaHuem test solution should correspond to
the retention times of the peaks on
lhe cluomalogiam ol ibuprolen and
paracetamol reference standards
solution {section Assay)/

BpemeHa yoEpHMWBEHWA OCHOBHLIX

mass uniformity /
CpeaHAas macca M

MUKOB Ha XpomMarorpamme
MCNBITYEMOro  pacTBOpa  QOMMHGL
COOTBETCTEBOBATL BF}EMEHEM
VASPMUBEHWA MUKOE Ha
¥pamaTarpamme pacTenpa
cTalgapTHLIX obBpaauon
wbynpodeHa W napaueTtamona
(pasnen s«KonudecTeeHHoe
onpeAsneHues |

3 |Average weight and 967.1 mg 940,9 mg to a99,1 mg

(970,0 mg + 3,0 %) /
Or 9409 mr pgo 9991 wmr

OAHOPOAIHOCTL Mo (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He Bonee £ 10 %_
Remarks : The Product conforms to ND/ Opinion : APFROVED
IMpumeuanne: [poaykr coorsercreyet Tpebosanuam HJT Zaxnwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: [Npoeepeno: Onobpeno: Menemiep /
Pardeep Kumar Hiumesh Fumar Pyrosoumniei
Df/ — ) — Ajay Sharma
Print Date: Print Date: Print Date:
Hara: 25.01.2021 Hara: 25,01.2021 Jlara: 25.01.2021

Hepistered Otfice: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 5006034, A F India
Tul: @1 40 4900 2900, Fux: 91 40 4000 2099, Emuil: muili@drmeddys.com

CIN: LES195AP 1 984PT.C004 507
www.drreddys.com




Dr.Reddy’s “:"'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyrana®, Tadierky, D0KPLITEIE ILIEHOY9HOR 0boaourkoi, 400mr + 325mr

Batch No / Cepus Ne : V2100004 Batch Quantity / Ofbem napTHHu :
776.000 Kg
Analytical Report No / ApaauTadecknii oTuer No : Date of Analysis / Ta1a anannza: 25.01.2021

890001502305, 890001501568

Date of Manufacture / lata nponsgoncrsa : Jan -2021 | Date of Expiry / Cpox ronsocts : Dec-2025

Analysis performed according ND / Ananns npoeepen mo H/: [TNO11252/01-110717 {amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uam. No | ot 06.09.2018, uam. Me 2 ot 23.09.2019)

4 |Disintegration / 10 minutes 22 seconds  |Not more than 30 minutes /
PacnapaemocTb He Gonee 30 MuH

5 |Dissolution / 96% - 101% NLT 70% (Q) C1aH:sO2 (Ibuprofen)
PECTBDPEH“E diﬂﬂt}t'ﬂfﬂd iI'IE GD ”Iil'llJl[.‘-ﬂ |Ill

He meree 70 % (Q) CisHuOq
{wBynpoden) yepes 30 MuH

NLT 70% (Q) CsHsMNO,
100% - 106% (Paracetamol} dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHsNO:
(napaueTamon) vepes 30 MuH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PogcteeHHele nprmMeac 1.0% [ Cymma npumacain
weynpodera — He Gonee 1,0 %
0.0002% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHoN (NpUMecs
napauetamona) — He Bonee
0,005%

7 |Water / Bopa 1.3 % Mot more than 5.0% /

He Gonee 5,0 %

Remarlks : The Product conforms to WD/ Opinion : APPROVED
Ipumeyvanne: [Mpoaykt cooTBercTByeT Tpedosanuaym HY | 3axmouenie: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToraeHo: IMporepeno: Ounobpero: Meneprep /
Pardeep Kumar Himesh Kumar PykoBoaHTENB

; Ajay Sharma
Print Date: Print Date: Print Date:
Hara: 25.01.2021 Hara; 25.01.2021 Jara; 25.01.2021

Eegistered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, AP India
Tel: 91 40 4900 2000, Fax: 91 40 4900 2960, Email: maili@dreddys com
CIN: LESI9SAP 1934 PLCOMMSHT
www.drreddys.com



Dr.Reddy’s ‘7-

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTHIA

Product : Thuclin, film-coated tablets 400 mg + 325 mg
Hoyvknun®, TadieTkl, NOKPBITLIC IIEHOMHOH obonoukoi, 400mr + 325mr

Batch No / Cepua Ne : V2100004 Batch Quantity / OibeM mapTH# :
776.000 Kg
Analytical Report No / AnanaTnuecknii oruer No: Date of Analysis / Java anannza: 25.01.2021

890001502305, 890001501568

Date of Manufacture / Jata nponssomerea : Jan -2021  [Date of Expiry [ Cpok roguocrs : Dec-2025

Analysis performed according ND / Ananuz nposepen no H: TTNO11232/01-110717 {(amend Me | from
06,09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o 06.09.2018, uan. Ne 2 ot 23.09.2019)

8 |Microbial limits /
MuwkpoBuonorudeckan
YucToTa
a) Total aerabic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/T He Bonee 1000 KOE/T
Qbwes yucno
a3pobHbIx
MUKPOOPTaHNaMOB
b} Total combined Less than 5 CFU/g/ Mot more than 100 CFU/g /
yeasts and mould IMenee 5 KOE/r He Gonee 100 KOE/r
count / O6wee yucno
OPONCKEBLIX W
nNecHeBklx rpuGos
Absent in 1g/ OteyTeteyeT B (Shall be absent in 1g / OTeyTcTBUe
c) E. coli ir B1r
Remarks : The Product conforms to NDY/ Opinion : APPROVED
Hpumeuanue: [Tponykr cooTrercTeyeT Tpedopannam HJJ | 3axmiouenne: OJIOBPENO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosnexo: [Npoeepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoeoaMTens
c}f_{ W Ajay Sharma
Print Date: Print Date: Print Date:
Marta: 25.01.2021 Hara: 25.01.2021 Hara: 25.01.2021

Registered Office; §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 20 4900 2900, Fax: 91 40 4900 2099, Email: maili@drreddys.com
CIN: L85 195AP 1 984PLCO0MS0T
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHDPHEKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hiykann®, TallerTks, N0KPLITHIE ILIEHOYHOH 0bonoukoii, 400mr + 325mr

Batch No / Cepna Ne : V2100004 Bateh Quantity / Odbem napTun :
776.000 Kg
Analytical Report No / AmanuTHyecknii oTuer No : Date of Analysis / JaTa anannza: 25.01.2021

890001502305, 890001501568

Date of Manufacture / lata nponseojcrsa ; Jan -2021 _[Datc of Expiry / Cpok roanocts ;: Dec-2025

Analysis performed according ND / Ananus nposegen no HI: TT NO11252/01-110717 (amend Xe | from
06.09.2018, amend No 2 from 23.09.2019/ w3m. Ne 1 ot 06.09.2018, nam. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
{ OgHOpogHOCTE 1.8 MNokazaTtens npuemneMocTi (AY)
AD3NPOBaHWF AonxeH BuiTh He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamal / 2.7 Mokaszatens npuemnemocTi (AV)
napaueTtamon fonweH BuiTh He Bonee 15,0
10 |Assay / 391.6 mg 360 to 440 mg of CuaHiaO:
KonwuecTedHHoe {Ibuprofen) per tablet /
onpegeneHiue Ot 360,0 mr go 440,0 Mr CisH10:
{nbynpodieH) 8 TabneTre
331.18 mg 2925 to 357.50 mg of CiHiNO:
{Paracetamol) per tablet /
Ot 2925 mr go 357,5 mMr CgHsNO;
(mapaueTamon) B Tabnertke

Remarks : The Product conforms to NDV/ Opinion : APPROVED
Hpumeuanne: [Iponykr coorsercreyer Tpeborannam HJL | 3akmovenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneno: [Ipoeepeno: Onobpeno: Menemuep /
Pardeep Kumar Himesh Kumar Pykosoaurens

Df_/ — ! ~——~, | Ajay Sharma @l
Print Date: Print Date: Print Date:
Jara: 25.01.2021 Hara: 25.01.2021 Jlara; 25,01.2021

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: LES195AP1984PLCOOE507
warw drreddys.com



Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEFTHDHMKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hiyraun®, TabneTkn, NoKpLITEIE LIeHOUROA obonoukoil, 400mr + 325mr

Baich No / Cepus Ne : V2100004 Batch Quantity / Obnem napan :

776.000 Kg
Analytical Report No / Anannruueckmnii oruer Ne ; Drate of Analysis / Tata ananmuza: 25.01.2021
890001502305, 890001501568

Date of Manufacture / lara nponzpogerea : Jan -2021 | Date of Expiry / Cpok rognocts : Dec-2025

Analysis performed according ND / Ananui npoeegen mo HII: TI NO11252/01-110717 (amend Me 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ pam. Ne 1 o1 06.09.2018, uam. Ne 2 o1 23.09.2019)

11 | Package / Ynakorka | 10 tablete in PVC/AI 10 tablotc in PVC/Al bliotor. 1, 2 or
blister, 1 blister and a 20 hlisters and a patient information
patient information leafletin  |leaflet in a carton. / Mo 10 TaBneTok
a carton. /Mo 10 tabnetok | NBX/Al 6nvctep. Mo 1, 2 vnn 20

e [1BX/Al Bancrep. No 1 GIMCTEDOE B 1HYRY KAP I OHHYH
BnucTepy B nauky BMECTE © WHCTPYEUMER No
KapTOHHYH BMECTE C MPMMEHEHWID.

WHCTPYKUMER No

NPpHMEHEH M.

| 12 | Labeling / Mapkupoeka | According to ND / B cooTeeTcreum ¢ HI
13 | Storage conditions / At temperature not more than 25 °C.J

| |ApaHeHwne Mpu TEMNEPATYRE HE REINIA 25 °F
14 | Shell lile / Cpuok 5 years [ 5 net
rofiocTH
Remarks : T'he Product conforms (o N/ Opinion : APPROVED
Hpumenaune: [poaykr cootecrersyer tpebopanyam 1171 | 3axmotenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Excoutive /
Mo vivBiEHL. IMpusepery, Cuandpeno: Menemiep /
lMandewy Kuima TTinends Fuinwm [y ROLDLRI R
j jay Sha [ M
Print Date: Print Date: Print Date:
Hara: 25.01.2021 Hara: 25.01.2021 Hara: 25.01,2021

Registered Office; 8-2-337, Road No. 3, Banjors Hills, Hyderabad - 500034, & P, Tndia
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