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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1 of 6/ Crp.1 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxknuu®, TabaeTKH, NOKPLIThIE MJIeHOYHOI 0005104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300857 Batch Quantity / Oobem naprun : 765.700 KG
Analytical Report No / AHanuTU4YecKHii oTyeT No : Date of Analysis / [laTa ananusza: 17.05.2023
040001830573

|Date of Manufacture / lata npon3Boactsa : Apr-2023 |Date of Expiry / Cpok rognocts : Mar-2028

Analysis performed according ND / Anaau3s npoeeaen no HJI: [1 N011252/01-300522

Ne  |Test/ Ilokazareyn Results/ PeayabTaThl Specification / Hopma
1 |Description/ Onucanne |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

cross section — white core. /Tabnetku |on cross section- white or off-white core. /
KancyJnoBUAHON (opMbl, NOKpbIThbe| TabneTkd  KalcynloBUIHOH ¢dbopmbl,
TUTCHOUHOH 000JI04KOH OpaH>XEBOTI'O |TOKPHITHIE TIJIEHOYHOH obonoukoi
L[BETa, C PUCKOH Ha OJHON CTOPOHE;|OpaHKEBOrOo LBETA, C PUCKOM Ha ONHOM

Ha T[OMEpPeYHOM paspe3e — AAPO|CTOPOHE; Ha MONEepPEeYHOM pa3pese — sApo
fenoro LBeTa. 0eJoro Wiy Moty 6ej10ro LBETA.
Remarks: The Product conforms to ND/ : Opinion: APPROVED
Ilpumeyanue: I[Tpoaykr cootBeTcTByeT Tpebopanusam HJI 3axmouenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[loaroToBieHO, [IpoBepeHo: Pardeep Kumar /Ono6peHo:MeHe mxep/PykoBouT
Ramakant 1 eJib : Amit Kumar e
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023
Jlata: Jlora: JlaTa:

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
www.drreddys.com




Dr.Reddy’s Q::"

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page20f 6/ Crp.2 uz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykaun®, TabaeTku, HOKPbITHIE MNIEHOYHOH 06004K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300857

Batch Quantity / O6bem maptuu : 765.700 KG

040001830573

Analytical Report No / AHaauTHYecKHii oTueT Ne :

Date of Analysis / lara ananusa: 17.05.2023

Date of Manufacture / Jlata npon3Bojcrsa : Apr-2023

Date of Expiry / Cpok rognocty : Mar-2028

Analysis performed according ND / Auanu3 nposeged mo HJI: TT N011252/01-300522

2 Identification /
[MopnuHuoOCTE

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 yaep)XuBaH!Usi OCHOBHBIX ITUKOB
Ha xXpomarorpamme MCIIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATb
BPEMEHAM  YICPKUBAHHS [HKOB  Ha
xpoMmarorpaMme pacTBOpa CTaHIApPTHBIX
obpasos ubynpodeHa W napaneraMmona

Cpennsis macca
TabneTok

(paznen «KonnuectBeHHoe
OIIpeNeNICHHE)
3 |Average tablets weight 969.5 mg / 969.5 mr 940.9 mg to 999.1 mg

(970.0 mg +3%) /
Or 940,99 w~mr po
(970,0 Mr £+ 3 %)

999,1 wmr

Remarks: The Product conforms to ND/
ITIpumeuanne: [Tpoaykr coorBeTcTBYyeT TpeboBanuam HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by

[TogroroBneHo; Ntﬁ
Ramakant %\L
.r/

Checked by /
[IpoeepeHo: Pardeep Kumar

Jd

Approved by: Manager/Executive

/Ono6peHo:Menemxep/PykoBoauT

enb : Amit Kumar A\
J

G

Reprint Date:17.05.2023
Jlara:

Reprint Date: 17.05.2023
Jara:

Reprint Date: 17.05.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page30of 6/ CTp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabNeTKH, HOKPBIThIE IeHOYHOi 060104Ko#, 400 mr + 325 mr

Batch No / Cepun Ne : V2300857 Batch Quantity / O6bem mapTun : 765.700 KG
Analytical Report No / Ananurudyeckuii oTuer No : Date of Analysis / Jlata ananmusa: 17.05.2023
040001830573

Date of Manufacture / lata npon3Bojactsa : Apr-2023 |Date of Expiry / Cpok rognocru : Mar-2028

Analysis performed according ND / Anaans nposeaen no HJI: T1 N011252/01-300522

4 |Disintegration / 08 min /Mu [ 47 sec/MuH Not more than 30 minutes /
Pacnanaemocts He 6oiee 30 Mun

5 |Dissolution / Not less than 70% (Q) CuiHis0;
PacrBopenue 97% to 101% (Ibuprofen) dissolved in 30 minutes /

He mMenee 70 % (Q) Ci3HizOa
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO;
98 % to 101% (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO:
(napauetamon) yepe3 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PozcTBeHHbIE IPUMECH 0.0001% 4-amuHodeHoN (MpUMech Mapareramona)
Method 1/ Meton 1 - not more than 0.005% /

He 6ouee 0,005 %

Method 2 / Meroxn 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jobas  enuHU4HAs
IpUMech (ubynpodena WIH

napaueramosa) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma nipumeceit (Metoa 1 + Meton 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [TpoaykT cooTBeTcTBYyeT TpeboBanuam HJI 3axmoyenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroroBneHo; IIpoeepeHo: Pardeep Kumar /OnobpeHo:Menenxep/PykoBoaur
Ramakant W C_[ enb : Amit Kumar ;& N
ks ‘f 8
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023
Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 0f 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrann®, TabaeTkH, NOKPbIThIE MJIEHOYHOI 0601049K0i#, 400 Mr + 325 mr

Batch No / Cepua Ne : V2300857

Batch Quantity / O6bem napruu : 765.700 KG

040001830573

Analytical Report No / Ananurudeckuii oruyer Ne :

Date of Analysis/ lata anaamsa: 17.05.2023

Date of Manufacture / Jlata npousBoacrsa : Apr-2023

Date of Expiry / Cpok rognoctn : Mar-2028

Analysis performed according ND / Ananns nposenen no H/I: 1 N011252/01-300522

7 |Water/Bona 1.4 % [Not more than 5.0% /
'He Gonee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0 /
OIHOPOOHOCTD ITokasarens npuemseMocTd (AV) nomkeH
J03UPOBaHUS OBITE He Ooee 15,0
- Ibuprofen /u6ynpocden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [Tokazarens npuemsiemoctu (AV) nomkeH
napaleTramo 1.6 ObiTh He Honee 15,0

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusam H]I

Opinion: APPROVED
3akmouyenune: OJJOBPEHO

Jara:

Prepared by Checked by / Approved by: Manager/Executive
[Moaroroeneto: 4 0{ ITpoBepeno: Pardeep Kumar /Onobpeno:Menemxep/PyKkoBoauT
Ramakant el f ens : Amit Kumar A -

@N{/ ol — ( A
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023

Hara:

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTUD®HKAT AHAJIM3A

PageSof 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanu®, TabjieTKH, NOKPbIThIE MJIeHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepua Ne : V2300857 Batch Quantity / O6bem naptuu : 765.700 KG
Analytical Report No / AHaauTH4eckHif oTyeT Ne : Date of Analysis / /laTa ananusa: 17.05.2023
040001830573

Date of Manufacture / Jlata npoussoactea : Apr-2023 |Date of Expiry / Cpox rogunoeru : Mar-2028

Analysis performed according ND / Anann3 nposenen no HJ: 11 N011252/01-300522

9 |Microbial limits /
Mukpobuosnoruueckas
YHCTOTA

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r |He 6onee 1000 KOE/r
O61uee yucio
a’poOHbIX
MUKPOOPTraHH3MOB i

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

/ OB1ee yucio Memnee 5 KOE/r
JPOMCOKEBBIX U
TJIECHEBBIX IPUOOB

¢) E. coli Shall be absent in lg / OrtcyTcTBUE B
Absent / OTCyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeOGoBanusM HJT 3akmoyenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive

HOMOTOBneHO:g\“U [Tposepeno: Pardeep Kumar /Opo6peHo:Menemkep/PykoBoaut
U

Ramakant = Cf’/ ens : Amit Kumar < e—
= o

Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023
Jara: Jara: Jata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507
wwudrreddys.com



Dr.Reddy’s ‘,’:‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 6 of 6 / CTp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, IOKPHITEIE IIEHOYHOIi 000104K0M, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300857 Batch Quantity / O6bem mapruu : 765. 700 KG
Analytical Report No / Anaautudeckuit oryer Ne : Date of Analysis / JlaTa ananu3za: 17.05.2023
040001830573
Date of Manufacture / JlaTa npoussoacrsa : Apr-2023 [Date of Expiry / Cpok roanocrty : Mar-2028
Analysis performed according ND / Auanu3s npoegen mo HJI: TT N011252/01-300522
10 |Assay/ 3600 to 440.0 mg of C;3HisOs
Konuuecrennoe 393.7 mg/ 393.7 Mmr (Ibuprofen) per tablet /
ofipeAeNeHne Or 360,0 mr po 440,0 mr C;3Hi30;
(ubynpoden) B Tabnerke
2925 to 357.5 mg of CgHoNO»
323.10 mg/ 323.10 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHeNO,
(napaueramos) B TabNETKE
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. / Tlo 10 |in a carton. / [To 10 Tabnerox B TIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6mctep. [lo 1, 2 unu 20 6nucTepoB B
6nucTepy B TNavyky KapTOHHYIO |mauky KapTOHHYIO BMECTE c
BMECTE C UHCTPYKLIUEH MHCTPYKLKUEH 110 TPUMEHEHHIO.
1O PUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cootBetctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue I1pu Temnepatype He Bbie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
FOIHOCTH

Remarks; The Product conforms to ND/

Ilpumeuanme: [Iponykr coorBercTBYeT TpebosanusaM HJI

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared by
[ToaroToBJieHO:
Ramakant

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno:Menekep/PykoBoant
enb : Amit Kumar

-—-"—f——_la-

Reprint Date:17.05.2023

Hara:

Reprint Date: 17.05.2023

Reprint Date: 17.05.2023
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Hara:
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