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CERTIFICATE OF ANAI,YSIS
CLEPTHOU KAT AHAJI U3A

Page 1 of 5/Crp.1u35

I
Product: Ibuclin, film-conted tablets, 400 mg + 325mg 400 mr-+ 325 T X
16y 100, TahacTii, HOKPLITLIC [ienotoii 060/101KO# t;\: e AT 575KG -

| Bateh No / Cepin No : V2300229 Batch Quaniity  Ofven OTECCE o a3

|Analytieal Report No / Annsiriicckidi orier Ne: Date of Analysi

| 040001761288 ~Jan-2028
o LI . HOCTH ¢ an
Date of Manufacture / Jlnta npomsnojiersa : Feb-2023 Date of Expiry / Cpox roa

! " 2
Analysis performed nccording ND / Anasnus nposejet no HJI: [T NOI1 1252/01-30052

Ne  |'Test/ HMokasarean Results/ PeyabTaThbl Speciﬁca'tlon/ Ho 11 —— Timoosied
1 |Description/ Onucanse |Capsule-like orange-coloured  film- Capsq]e-hke orange ; et
coated one-side scored tablets; on one-side ' score PP g ;
cross section - white core. /TabneTkH|on CTOSS section- white or ofi-W 1 e m;;
kancynoBuaHOH (opMbl, MOKPHITHIC TabneTku  KancymoOBHAHOM noﬂlxoii
[NeHOYHOH 06004KOii OpaHKEBOro|MOKPLITHIE MJIEHOYHOH vooo -
uBeTa, C pUCKOii Ha OJIHOH CTOpOHE;|0paHKeBOro 1BETa, C pHCKOH Ha .0l

Ha nOﬂepC'-lHOM pa3pe3e — AApo CTOpPOHE; Ha nonepeqHOM pa3pe3€ —_ﬂllpO
6enoro LBETA. Genoro Wiy noutH 6e10ro UBETA.
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr coorBercTByeT TpeGoBanuam HJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
MoarorosneHo: Ramakant | IpoBepeno: Pardeep Kumar /O no6peno:Menemxep/PyKoBOAHT
enb : Manoj Kumar
Buhed oL )
Reprint Date: 15.02.2023 Reprint Date: 15.02.2023 Reprint Date: 15.02.2023
Hara: Jara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page20of5/Crp.2 u3 5
[PToduct: Ibuclin, film-coated tablets, 400 mg + 325 mg g ﬁ\
HOoykann®, Tabactki, NOKpLITHIC naenotnoii o6onotkoit, 400 Mr + 325 mr s
Batch No / Cepnst Ne : V2300229 Batch Qgﬂ!lﬁtwam..,s oé 202;
Analytical Report No / Anaantuteckuit or1er No: Date of Analysis / JlaTa ananniaz 15.05
040001761288 T
Date of Manufacture / Jlata npon3poacrsa @ Feb-2023 |Date of Expiry / Cpok rognocTH : Ja
Analysis performed according ND / Auasins nposejaei 1o HJI: 11 N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main pcaks’on
MoanunHocTs CooTtBetcTBYET 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 yaepiKHBaHHA OCHOBHBIX MHKOB
Ha  Xpomarorpamme HCTBITYEMOrO
pacTBopa  [OJNKHbl  COOTBETCTBOBATH
BpeMeHaM  yAEpKHMBaHWA  MHKOB  Ha
XpoMmaTtorpaMMe pacTBopa CTaHIapTHBIX
o6pasuos ubynpodeHa u napaueramona
(paznen «KonnuecTBEHHOE
onpeaeneHHe»)
3 |Average tablets weight 966.2 mg / 966.2 Mr 940.9 mg to 999.1 mg
Cpennss Macca (970.0 mg + 3%) /
TabJIeTOK Or 9409 wMr npo 9991 MT
(970,0 mr = 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Tpumeyanue: [Mpoaykr coorsercTByeT TpeboBanuam HJ Zakmouenne: OJJOGPEHO
Frepared by/ Checked by / Approved by: Manager/Executive
Moarorosneno: Ramakant | Iposepeno: Pardeep Kumar /Ono6peno:Menemxep/Pykosoant
enb : Manoj Kumar
Reprint Date: 15.02.2023 Reprint Date: 15.02.2023 Reprint Date: 15.02.2023
Jlara: Jlata; Tirat
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CEPTUDUKAT AHAJINIA
Page3 of 5/Crp.3 s 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg T
HOoyxanu®, rabuericn, HOKpLITLIC ienosnoh 060a04uxoi, 400 mr + 325 mr
Batch No / Cepust Ne : V2300229 Batch Quantity / Ofn.ew naprun : 727.5 KG i
Analytical Report No /- Auagawrniacexnti oruer Ne ¢ Date of Analysis / Jlata anainza: 15.02.2023 \
040001761288 |
Date of Manufacture / Jlata nponinoscrsa : Feh-2023 |Date of Expiry / Cpox roanocty : Jan-2028
Analysis performed according ND / Anasans uponesen no HJI: 11 N011252/01-300522 1
4 |Disintegration / 05 min /05 mu INm more than 30 minutes / !
Pacnapaemocrs He Gonee 30 mus !
5 |Dissolution / Not less than 70% (Q) Ci:HiuOs
PactBopenue 96 % 10 99 % (Tbuprofen) dissolved in 30 minutes / l
He wmewee 70 % (Q) CuHuOs
(ubynpoden) yepes 30 mun |
Not less than 70% (Q) CiHsNO;|
95% to 100 % (Paracetamol) dissolved in 30 minutes/ |
He wmenee 70 % (Q) GCHNO:|
(napaueramon) yepes 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity) / |
PozncTeenHble npumecu 0.0002 % 4-amunodenon (npumecs NapaneTamona)
Method 1/ Meron 1 - not more than 0.005% / i
He Oosee 0,005 % i
Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or|
paracetamol) / Jlrobasz emmmpaz
npHMech (nOynpodena B
napaueramona) - not more than 0.3%/ |
He Gonee 0,3 % \
i
Total impurities (Method 1+ Method 2) /|
0.03% Cymma npumeceit (Meroa 1 + Metoa 2) -
not more than 0.7% / ne 6oaee 0,7 %
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Mpoaykr cooTBercTByeT TpeGoBaHuam HIL 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
MMoarorosneno: Ramakant | [Nposepeno: Pardeep Kumar

kgt S

/Ono6peno:Menepxep/PykoBoauT
Reprint Date: 15.02.2023

enb : Manoj Kumar Q J
Reprint Date: 15.02.2023
Hara:

Reprint Date: 15.02.2023
Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Paged of 5/Crp.4 35

Product: Ibuclin, film-conted tablets, 400 mg + 325 mg
Heykanun®, Ta6acTKi, HOKPLITLIC Icno ol oGosoukoii, 400 mr -+ 325 mr

Batch No / Cepust Ne : V2300229

Batch Quantity / OGn.em napriy : 727.5 KG

Analytical Report No / Anasrriaecknit orver Ne:
040001761288

Date of Analysis / JlaTa anaania: 15.02.2023

Date of Manufacture / Jlata npoussojcroa : Feb-2023

Date of Expiry / Cpok roaocry : Jan-2028

Analysis performed according ND / Auaans nponesen no HJL: TTNO1 1252/01-300522

MiukpoGuonoriueckas
yHcrora

a) Total aerobic
microbial count /
O6wee uncno
a’poOHbIX
MHKpPOOpraHH3MOB

b) Total combined
yeasts and mould count
/ O61wuee yueno
JPOXOKEBLIX H
nnecHeBblX rpuboB

c) E. coli

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 / 1.8 more than 15.0/
Onnopoanoctsb [MokazaTesb 1PHEMIIEMOCTH (AV) nonxen
A03HpOBaHIS GbiTh e 6onee 15,0
- Ibuprofen /nGynpoden
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ Moka3arens npuemnemocth (AV) A0TKeH
napaueramolt 6biTh HE Gonee 15,0
9 [Microbial limits /

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

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

Absent / OtcyTcTBYyeT

Not more than 1000 CFU/g/
He Gonee 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/
INpumeyanue: [poayKT COOTBETCTBYCT tpeGoBanusam HJI

Opinion: APPROVED
Zaxmouenne: OLOBPEHO

Prepared by /
Moarotosneno: Ramakant

ot

Checked by /
Iposepeno: Pardeep Kumar

al

Approved by: Manager/Executive
/Ono6peno:Menenxep/PyKOBOAHT

enb : Manoj Kumar
Nl (L

Reprint Date: 15.02.2023
Jara:

Reprint Date: 15.02.2023

Reprint Date: 15.02.2023
JlaTa:
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Qe Dr. Reddy's Laboratories Ltd.
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Dr. Reddy S q-. Vill. Khol, Nalagarh Road, Baddi,
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Tel - +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

EPTHOHKAT AHAJIH3A
CErT) . PageS5of5/Crp.5m15
Product: xn.’ﬁ;ii‘ﬁf‘ﬁ'n'.?.i?;;i"‘.ia"'(Ez‘»’iié‘i}‘;'“Jh‘"b"?n",ﬁf‘ 325mg
Heykanu®, 1 ﬁquyzzz_yg'ﬂ?k!mummr_«z:'.ngﬂ.zzﬁm'.9_',1!<_qi_b.59_9_3_'_r.,_t_§_2i1'!.;d--_ﬁ_ﬁm._‘___*
Batch No / Cepnst M : V2300229 " [Batch Quantity / Ofnem. napran : 7275 KG
cal Report N Date of Analysis / Jlara anamnia: 15.02.2023

Analytical Report No / Anaantnueckiii orver Ne:

040001761288 S
Date of Manufacture / Jlata npon3soacrna : Feh-2023 |Date of Expiry / Cpok rojfAHoOCTH *
{Analysis performed according ND / Anaaus nposeaei no HJL: 11 NOI 1252/01-300522

10 |Assay/ ] 3600 to 4400 mg of Ci:HisOz
KoanyecTBeHHOC 392.7 mg/392.7mr (Ibuprofen) per tablet /
onpeaencHie Or 360,0 mr fo 4400 mr Ci:H1202
(n6ynpoden) B TaGNETKE
2025 to 357.5 mg of CsHoNO:
320.40 mg/ 320.40 Mr (Paracetamol) per tablet /
357,5 mr CsHoNO:2

Or 292,5 Mr no
i (napaueTamon) B TabneTKe B
10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Tlo 10 |in a carton. / Mo 10 TabneTok B [IBX/Al
ra6netok B [IBX/Al 6nuctep. [To 1 [6aucTep. Mo 1, 2 nan 20 OancTepos B
GaucTepy B MNauKy KapTOHHYIO |Matdky KapTOHHYO BMECTE C
BMeCTE C HHCTPYKLHEH MHCTpYKLUHel Mo NPUMEHEHHIO.

1o NPHMEHEHHIO.
[ 12 | Labeling / MapknpoBKka According to ND. / B cootserctaun ¢ HII
r 13 | Storage conditions / ‘ At temperature not more than 25 Ol

/ 11 | Package / YnakoBka

XpaHenue Ipy TeMnepaType HE BbILIC 25 °C.
14 / Shelf life / Cpok IS years / 5 net
roagHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanne: [1pojiyKT COOTBETCTBYET TPEOOBAHHAM HI Jakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/ Executive

Moarorosneno: Ramakant | [lposepeno: Pardeep Kumar /OllOﬁpCllO:Nleﬂcmi(ep/PyKogo JHT
enb : Manoj Kumar .~
ot =1 sl

Reprint Date: 15.02.2023 Reprint Date: 15,02.2023 Reprint Date: 15.02.2023
Hara: Jlata: Jlata:
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