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Dr. Reddy's Laboratories |t
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIA3A

Page10f5/Crp. 1135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKkH, MOKPBITHIE MJIEHOYHOH 060j104uK0#, 400 Mr + 325 mr

-

Batch No / Cepus Ne : V2300311

Batch Quantity / O6bem naprtun : 727.5 KG

040001772742

Analytical Report No / Ananutudeckuii oryer Ne :

Date of Analysis / Jlata anamuza: 26.02.2023

Date of Manufacture / Jlata npoussoacrsa : Feb-2023

Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Ananus nposejen mo HJI: 11 N011252/01-300522

No Test / Iloka3zarenn

Results/ Pe3yabTaTs!

Specification / Hopma

1 |Description/ Onucanue

Oeloro ugera.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KanCynoBUAHOH (OPMBbL, HOKPHITHIE
TUIEHOUHOH O00JI0YKOH OpaH)XeBOro
[(BETa, C PHCKOW Ha ONHOHM CTOpOHE;
Ha TONEpPEeYHOM pa3pese — sapo

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KallCyNOBHIHOM hopmul,
NOKPBITEIE NIJIEHOYHOH 0605104KOMH
OpaHXEBOro LBETa, C PUCKOH Ha oxHOM
CTOpOHE; Ha TONEPEYHOM paszpese — sipo
6enoro uny nNoyTy H6€10ro LBETA.

Remarks: The Product conforms to ND/
IIpumeuyanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJJ

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Hara:

Prepared Checked by / Approved by: Manager/Executive
bylloaroroneHo: ITposepeno: Pardeep Kumar /Onobpero:Menemxep/PykoBoaur
Ramakant /} G? 3 enb : Abhishek Chauhan

= [-/‘
Reprint Date: 28.02.2023 Reprint Date: 28.02.2023 Reprint Date: 28.02.2023

Hara:

Hara:

Registered Cffice: 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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Dr. Reddy's Laboratories [ td.
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Bady,
Distt. Solan, H.P.,, 173 205, INDjA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOHUKAT AHAJIU3A

Page 2 ofS/C‘Tp, 2u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkanu®, Tab1eTKH, NOKPLITHIE [J1eH04HO#H 060104Ko0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300311

Batch Quantity / O0bem napran : 727.5 KG

040001772742

Analytical Report No / AHanuTH4YecKnii oTuer Ne :

Date of Analysis/ laTa anamu3a: 26.02.2023

Date of Manufacture / Jlata nponssogcrsa : Feb-2023

Date of Expiry / Cpok rogsocrn : Jan-2028

Analysis performed according ND / Auasms nposesien mo HJI: T1 N011252/01-300522

2 | Identification /
[TopnuaHOCTD

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 ynepxuBaHHs OCHOBHBIX MHKOB

Ha XpoMaTtorpamme HUCIIBITYEMOTO
pacTBOpa JOJIKHBI COOTBCTCTBOBATE
BpEMEHaM YAEPXKUBAHHUA ITUKOB Ha

XpOMaTorpaMMe pacTBOpa CTAHAAPTHBIX
obpaslor ubynpodeHa ¥ mapaneraMosa

Cpennsist Macca
TabneTok

(paznen «KonmuecTreHHoe
OIIpENENECHHEY)
3 |Average tablets weight 968.5 mg/ 968.5 mr 940.9 mg to 999.1 mg

(970.0 mg = 3%) /
Or 940,9 wmr gmo
(970,0 Mr + 3 %)

999.1 M

Remarks: The Product conforms to ND/
IIpumeqanue: [TpoxykT cooTBeTCTBYET TpeGoBanaM H]J

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Prepared
bylloarorosneso:

Ramakant g ‘&b)’l}

Checked by /

IIpoBepeno: Pardeep Kumar

r
C.}-.L-HT""

Approved by: Manager/Executive
/O nobpero:Menemkep/PyxoBoaur
enb : Abhishek Chav\han

Reprint Date: 28.02.2023
Hara:

Reprint Date: 28.02.2023
Jara:

Reprint Date: 28.02.2023
Hata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telzngana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories | t4.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IN DIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHDOHUKAT AHAJIM3A

Page3 of 5/ Crp.3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Moykaun®, radieTkn, NOKPLIThIE MJ1€HOYHOM 00010uKoii, 400 Mr + 325 mr

Batch No / Cepust No : V2300311 Batch Quantity / O6bem naprun : 727.5 KG
Analytical Report No / AnannTudecknii oryer No ; Date of Analysis/ laTta ananu3za: 26.02.2023
040001772742

Date of Manufacture / Jlata npon3soacrsa : Feb-2023 [Date of Expiry / Cpok rogsocrd : Jan-2028
Analysis performed according ND / Anaau3 nposeaen no HJI: IT N011252/01-300522 j

4 |Disintegration / 07 min /07 mu
Pacnanaemocts

Not more than 30 minutes /
He 6onee 30 muu

5 |Dissolution /
PactBopenue 98 % to 100 %

99% to 101 %

Not less than 70% (Q) C,sHi:0;
(Ibuprofen) dissolved in 30 minutes /

He wmeree 70 % (Q) Cp;3H;50,
(ubynpoden) yepes 30 Mun

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenmee 70 % (Q) CszHoNO,
(napaueramon) yepes 30 MuH

(@)

Related substanccs /
Popcreennsle npumecu 0.0002 %
Method 1/ Meton 1

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (IpuUMeECh ITaparieTamona)
- not more than 0.005% /

He 6onee 0,005 %

Method 2 / Metop 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jlobas enuHMYHa%
PHMECT. (synpodena M
napateramona) - not more than 0.3% /
He 6onee 0,3 %
Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceit (Meton 1 + Mertog 2) -
not more than 0.7% / we 6onee 0,7 %
|
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Iponykt cooreetcTByeT TpeboBanmsim HJ| 3axiouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Exccutive
bylloaroTorneno: Iposepeno: Pardeep Kumar /O po6peno:Mene xep/PyKoBoguT
Ramakant cﬂ , enb : Abhyshek Chauhan
e N
Reprint Date: 28.02.2023 Reprint Date: 28.02.2023 Reprint Date: 28.02.2023
JHara: Jara: Lara:
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Dr.Reddy’s “':'.

Dr. Reddy's Laboratories {4,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIM3A

Paged of 5/ Crp.4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, TabaeTkH, NOKPHITHIE MJIEHOIHOMH 06004uK0ii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300311

Batch Quantity / O6bem nmaprun : 727.5 KG

040001772742

Analytical Report No / Ananuruyeckuii oTuer Ne :

Date of Analysis / JIara ananuza: 26.02.2023

Date of Manufacture / Iata npoussoacrea : Feb-2023

Date of Expiry / Cpok rogaocts : Jan-2028

Analysis performed according ND / Ananus nposenen mo HJI: [T N0O11252/01-300522

]

a) Total aerobic
microbial count /
Ob1nee yncio
a3poOHBIX
MMKPOOPraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1mee yucio
JPOXKEBBIX U
IIECHEBBIX rpuboB

¢) E. coli

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

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

Absent / OtcyTcTBYET

7 [Water/ Bona 1.3 % Not more than 5.0% /
He 6o1ee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0/
OnHOPOOHOCTD [Toxaszarens npuemaemocté (AV) nomkex
AO3UPOBaHUSA 61T He boniee 15,0
- Ibuprofen /u6ynpoden
Acceptance value (AV) should be not
2.8 more than 15.0 /
- Paracetamol/ IlokazaTens npuemnemoct (AV) nomxen
napaueraMmor 6bITE He Honee 15,0
9 [Microbial limits / )
Muxkpobuonoruyeckas
YUCTOTA

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 / OtcyrcrBHE B
Ir

Remarks: The Product conforms to ND/

Hpumevanue: ITpooyKT cOOTBETCTBYET TPEGOBAHMM HJ{

Opinion: APPROVED
3axmwoyenne: OJJOBPEHO

Prepared
bylloxarorosneHo:

Ramakant /7] ]L
d{’ur Cf))’

Checked by /
Iposepeno: Pardeep Kumar

=

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

enb : Abhis@uhan
L

Reprint Date: 28.02.2023
JlaTa:

Reprint Date: 28.02.2023
Jara:

Reprint Date: 28.02.2023
Hara:
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIN3A

Page 5o0f5/ Crp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoyknmnn®), Ta0JeTKH, HOKPBITHIe I1eH0YHoMH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300311

JBatch Quantity / O6bem maprum : 727.5 KG

Analytical Report No / AHaaHTHYeCKHH oTyeT No
040001772742

Date of Analysis / JlaTa ananuza: 26.02.2023

Date of Manufacture / Jlata n 0u3BOACTBA : Feb-2023 |Date of Expiry / Cpok rognocrs : Jan-2028

Analysis performed according ND / Ananus nposegen mo HJI: TI N011252/01-300522

Konuyecrsennoe 399.9 mg/399.9 mr

OllpeneNieHHe

332.91 mg/332.91 mr

10 tablets in PVC/Al blister. |
blister and a patient information
leaflet in a carton. / To 10
Tabnerok B [IBX/Al 6mucrep. ITo 1
Omcrepy B mauky KapTOHHYIO
BMECTE C HHCTPYKLIMEi

110 MPHMEHEHHNTO.

Package / Vnakoska |

360.0 to 440.0 mg of Ci;:H30,
(Ibuprofen) per tablet /

Ot 360,0 mMr o 440,0 wmr Ci3H 30,
(nbynpoden) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 2925 mMr no 357,5 mr CsHoNO,

(napaueramon) B Tabaetke

of CsHoNOz

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Mo 10 Tabnerox [IBX/Al
Onucrep. To 1, 2 uau 20 OnMcTepoR B
nayKy KapTOHHYIO BMECTe c
MHCTPYKLMEH [0 IPUMEHEHHMIO.

Labeling / Map

KMpoBKa| According to ND. /B cooTBercTBmm c HJIL.

Storage conditions /

Xpanenue Ipu temneparype He Boime 25 °C.

At temperature not more than 25 °C. /

5 years /5 ner

14 | Shelf life / Cpox
FOAHOCTH

Remarks: The Product conforms to ND/

| Opinion: APPROVED

3akmodenne: OJJOGPEHQ

Ipumeuanne: Iponykr CooTBeTCTBYeT TpeGosamsm HJJ
Prepared Checked by /
bylloarorosneno: Hposepeno: Pardeep Kumar

Ramakant {%M ch»

<

Reprint Date: 28.02.2023
Jlara:

Reprint Date: 28.02.2023
Hara:

| Iara:

Reprint Date: 28.02.2023
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