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CERTIFICATE OF ANALYSIS WWw.drreddys.com
CEPTH®UKAT AHAJII3A
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@

Dr.Reddy’s ‘

Page 1of6/Crp, 1 1126
Product: Iﬁcﬁn,‘ﬁl_m:c_o"ated t%T)iets, 400 mg + 325 mg - N
Moyxkanu®, rabneTky, NOKPLITHIE MI1eHO4HOIT 060404 K0ii, 400 Mr + 325 mr e
Batch No / Cepust No : V2300644 __IBatch Quantity / OGbem naprun : ° 765.800 KG |
Analytical Report No / AsanuTiyeckuil oryer No : EDate of Analysis / Jara ananuza: 16.05.2023
E

040001828295

Date of Manufacture / laTa npoussoacrsa : Apr-2023 éDate of Expiry / Cpox roanocrn : Mar-2028 “m_:
lz!!x_naljsfsis performed according ND / Ananus nposegen mo HJL: IT NO1 1252/01-300522 o 1
‘Ne  Test/ITokasaTens Results/ PesvapTaTel ___ Specification / Hopma R
I Description/ Onucanire  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. /Talnerkn on cross section- white or off-white core. /

KancynoBnaHoll Qopmol, nokphiTeie Tadnerku KarncyjaoB1HaHol dopmbl,

neHoYHOH 000n0UKOH OpaHKEBOrD HOKPBITHE — MISHOUYHOI obono4kofi
LBeTa, C PHCKOH Ha OAHOIT CTOpPOHE; OPaHKEBOro LBETa, ¢ puckoll Ha oxuoil

|
! Ha TIOTNICPEYHOM paspese — AAPO CTOPOHE; HA NONEPEUHOM paspese — AApo
i 6enoro ugeta. 6enoro 11 no4TH GE0re UBETA.
‘ |
| | | |
% ¥
. R _ I
| Remarks: The Product conforms to ND/ | Opinion: APPROVED
Tpumeuanne: [Tponykr cooTsercTByeT Tpebopanusm HJL 3axumwvenwe: OJJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
Nogrortosacso: | L IIposepero: Pardeep Kumar /O nobpero:Mene mxep/PykoBo AUT
,, Ramakant ! ia:“ ;e}‘/ B ens : Amit Kumar ,r:\ s H
| y - N “ i b
| Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023 |
Ijla'ra: Hara: o | Hara: ’l

Registered Office: 8-2-337, Road No, 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www._drreddys.com



Dr. Reddy's Laboratories Lid.
Formuiation Unit-6

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

CERTIFICATE OF ANALYS[S Www-.drreddys.com
CEPTHOUKAT AHAIH3A

Product: Ibuclin, ﬁlm:coéfe;i_tzﬂ_)!dets, 460MTnMg + 325 mg

Page20f6/Crp.2 n3 6

'Hoykanu®, rabaerkn, NOKPBITLIE IIeHOYHOH 060104k, 400 Mr + 325 mr

{Batch No / Cepusi Ne : V2300644 o
FAnaiytical Report No / Ananurnyeckuii oryer Ne :
[040001828295

Batch Quantity ?O(’)bCMml]a{J:l‘H—}'I :w7“6m5_p_._865* KG
Date of Analysis / lata anannza: 16.05.2023

Fteﬁof I\f[_gi_nuf acture / I_[éra"hpa;iw?;anoaci"sa : Apr-2023  Date of E;ﬁl_l‘y_f CpoK rogHoCTH :'Mar;ﬁiﬁﬁs ) *1

Analysis performed according ND / Ananus nposesen no HJL: T1 N011252/01-300522

R

|Complies as prescribed/
‘CooTsercrayer

TP Identification /

! TIOANHHHOCTD

!
-

| ‘
I 3 Average tablets weight

Cpennsas Macca
! , TabneTox

¢
l_.._‘
S i PR -

© 7 970.7 mg / 970.7 mr

- ﬁe;n&;ks: TE}:Proc‘iﬁct——;bnfoams to ND/ T
ITpumeyganne: [pogyxr " CoOTBeTCTBYET TpeboBaHuaM H]T

‘The retention times of the main peaks on
the chromatogram of the test solution'
jshould correspond to the retention times
jof the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

Bpemena yrepkuBanus oCHOBHBIX MHKO8,
iHa Xpomatorpamme MCIIBITYEMOro
pacTeopa  IOMKMLI  COOTBETCTROBATH
BPCMCHAM  YNCDIKMBAHHS  [WKOB  Ha
XpOMaTOrpaMMe pacTBOpPa CTAHAAPTHLIX
obpasuos ubynpodena n napaueramona

(pasnen «Konuuectsennoe
ONpegeneHues) |
|
|
940.9 mg to 999.1 mg

H970.0 mg +3%)/
Or 9409 M 10
(970,0 mr 3 %)

999,1 Mr

[Opinion: APPROVED |

3axmogenue: OJOBPEHO ﬁ

Prepared by ‘ Checked by /
TlogroTosneno: , A [lposepeno: Pardeep Kumar
Ramakant | &.-- W |

N iy
Reprint Date:16.05.2023 Reprint Date: 16.05.2023
(Hdara: _ Hara:

| Mlata:

Approved by: Manager/Executive
/Onobpeno:Meite Licep/PyKOBOIHT

ens ; Amit Kumar v

Reprint Date: 16.05.2023 — 1

= om— e =)

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
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CERTIFICATE OF ANALYSIs WWW.drreddys.com

CEPTUDHKAT AHAJIW3A

Page3 of 6/ Cap.3 u3 6

"Product: Ibuclin, film-coated tablets, 400 mg +325mg _ o
HGW‘"""@) TafeTkn, NOKPLIThIE 1eH0UHOoIl 06on0uKoii, 400 Mr + 325 mMr

-Batch No / Cepna Ne : V2300644 Batch Quantity / OGMM NAPTHH | 4 : 765. 800 KG
'Analytical Report No / Ananaruyeckuii oryer Ne : Date of Analysis / Hara ananmsa; 16. 05. 2023
1040001828295

Date of Manufacture / Jiata Hponascmcma Er—2023 {Date of Expiry “Expiry / Cpox Cpox [‘ﬂ,IlHOCTH Mar—zﬂzs
Analvsxs performed according ND / Ananu3 nposeaen mo HJ: T1 NO11252/01-300522

4 !Disintegration / 08 min /mu / 17 sec/miH Not more than 30 minutes /
iPaan:1)1.1(31\40(;1‘5 He Gosiee 30 min

i
[ 5 %Dissolution/ g Not less than 70% (Q) CiHiOn
PacrBopeHiie 97% to 102% (Ibuprofen) dissolved in 30 minutes /
He wmemee 70 % (Q) CuHpO,

, (ndynpoden) depes 30 MuH

| Not less than 70% (Q) CylHoNO,

5 100 % to 103% (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CiHoNO»

{napaueramon) uepes 30 Mun

6 Related substances / 4 ammophenol (pdmcetdmol unpuuty) /
POJCTBCHHBIC NpHMCEH | 0.0602% 4-amurodenon (puMech napaLeraMmona)
Method 1 / Meton | | - not more than 0.005% /

i ! " | ne Gonee 0,005 %

¥

{Method 2 / MeToz 2 BDL (Disregard Area 7043) Any individual impurity (of ibuprofen or
, paracetamol) / Jlrobas  enuHHYHAS
npuMech (ubynpodena M

i
I ]napauemmona) not more than 0.3% /
E , He Gonee 0,3 %

! Total impurities (Method 1+ Method 2) /
| 0.0002% {Cymma npumecelt (Metog 1 + Meton 2) -
[ ‘not more than 0.7% / ne 6onee 0,7 % ‘

Remarks: The Product conforms to ND/ ~ | Opinion: APPROVED I
Hpumeyanne: [IpoxyKT cooTBeTcTBYET Tpebopanuam HJ| 3axntouenne: OJOBLPEHO |
Prepared by Checked by / Approved by: Manager/Executive |
Toarorosneno: i [lposepeno: Pardeep Kumar /OnobpeHo: MeHeﬂ}xep/PymBonm
| Ramakant iw\;; ) , enb : Amit Kumar s

=i
| Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023
Hara: . Jara: _ Harta: - _ L N

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: 491 40 4900 2999, Email; mail@drreddys.com
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CERTIFICATE OF ANALYSIs WWWw.drreddys.com

CEPTUDLHKAT AHAJIM3A

Paged4 of 6/Crp.4 u3 6

'Product: Ibuclin, film-coated tablets,:m&"bu(}wnufé \+#33§H1g
Hoyxann®, TabneTku, NOKPLIThIE 1eHO4HO# 060n04uKoi, 400 mr + 325 mr

Batch No / Cepnst Ne : V23(}(}644 Batch Quant;tv / Ofbem mapTiu : 765.800 KG
Analyt:cal Report No / AH2IHTHYCCKHIT oTueT N @ lDate of Analysis / {aTa ananuza: 16.05.2023
t040001828295 x

Date of Manufacture / ,ZlaTa npoussoac*rﬁa Anr—2023 Date of Explrv 7 (_.porc rOTHOCTY : Mar—2.028
aAna}vsxs performed according ND / Ananus nposeaen no HJ: TIN011252/01- 300522

7  Water/ Boja 1.5% ‘Not more than 5.0% /
N . HeGonee50% l
& Uniformity of dosage Acceptance value (AV) should be not |
units / ! 1.6 more than 15.0/
' OnxoponsocTh f [loxazarens npueMnemoctii (AV) nomxen
DO3MpOBaHHA ObiTh He Bonee 15,0

- Tbuprofen /ubynpoden
(AAcceptance value (AV) should be not !
i , more than 15.0 /

- Paracetamol/ IMoxazarens npuemnemoctu (AV) gomien
napaueramos ‘ 1.5 OeiTp He Gosntee 15,0

]
i
I
3

Remarks: The Product conforms to ND/ | Opinion: APPROVED =]
Hpaveuanue: [ponykr cootseTcTByeT Tpebosanuam HII 3axaroucnne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[Moarotopneno: . A [Tposepeno: Pardeep Kumar fOnobpeno:Menenxep/PykoBoauT
Ramokant 1 Lot ens : Amit Kumar »  .»_-
R~ | o
E T 7 7 Semenme ]
Reprint Date:16.05.2023 ¢ Reprint Date: 16.05.2023 Reprint Date: 16.05.2023 |
Jara: - | Hara: i | Hara: T
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CEPTHOUEKAT AHAJH3A

Page50f6/Crp.5u36

'Product: Ibuclin, film-coated tablets, 400 mg + 325 mg i
HOyranu®, TabueTkn, NOKPLIThIE IIeHOTHOli oGonoukoit, 400 mr + 325 mr

Batch No / Cepust Ne : V2300644 | Batch Quantity / Obbem 11 nap"mn . 765.1 80(} KG
Analytical Report No / AnannTudecknii oruer No : Date of Analysis / lara ananusa: 16.05.2023
040001828295 i

Date af Manufacture / ,Ha'ra NPOM3BOACTBA : Apr-2023 | iDate of Expiry / Cpmc TOAHOCTH : Mar-2(328
Analysis performed accordmg ND / Ananm3 nposenes o HJI: TINO11252/01- 300522

9 Microbial limits / |
Muxpobduonoriveckas

 YHCTOTA
,a) Total aerobic Less than 10 CFU/g/ iNot more than 1000 CFU/g /

‘microbial count / Menee 10 KOE/r 'He Gonee 1000 KOE/r

QObuiee 1ucio

| 23pOOHBIX f

MHKPOOPTaHIi3MOB |

’b) Total combined Not more than 100 CFU/g/
' yeasts and mould count Less than 5 CFU/g / He 6onee 100 KOE/r
/ OGLee HHCno Menee 5 KOET E

{ APONCKEBLIX W E
TIICCHCBBIX TPHOOB i
|

H
i
H

! ) E. coli . -Shall be absent in lg / OrcyrctBuEe B
f | Absent / OTcyTCcTBYET Ir
|
|
5 |
| |
[ Remarks: The Product conforms to ND/ | Opinion: APPROVED
i Hpumeuanme: [Tpogykr coorsercTayeT TpeGosanusm HI 3axmeouenue: OJOBPEHO
’ Preparcd by Checked by by / Approved by: Manager/Executive
| [loprotosnes L IIporepeno: Pardeep Kumar /OnobpeHo: MEH&,&}KB}D/P}'KDBOHHT
| Ramakant ‘,?w.,z pﬂ, enb : Amit Kumar /N -~
Q> - D
Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023
| Jara: ) Hara: | Hata: -
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Dr.Reddy’s ‘j:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Product Ibuclm film-coated tablets, 400 mg + 325 mg '
Hﬁvnmm@ Ta0JIeTKH, BOKPBITLIE IL1eHOYHOH 06onouKoit, 400 mr + 325 mr

Batch No / Cepusn Ne :

\’2300 644

Batch Quantity / Ofbem napriu :

Page 6 of 6/ Crp. 6 u3 6

765 800 !&G

,An.alylu,al Report No / Ananurnueckuii orger No ;

040001828295

'Date of Analysis / lata anannsa: 16.05.2023

Date of Manufacture / Hara ﬂpomso nerea ; Apr-2023 [Date of Ex xpiry / Cpox romwc TH Mar—2028

Analysis performed according ND / Auanus nposenen mo HJ: TT N011252/01-300522

de“!Assmay /
KonuyecrseniHoe
| fonpeﬂeneme

11 Package / YnaxkoBka

.
.

XpaHeHue

13 Stora ge conditions /

3983 mg/398.3 mr

325.01 mg/325.01 Mr

10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / [lo 10
iTaﬁﬂB’[‘OK B [1BX/Al Gaucrep. Tlo 1
|6ﬂHCTE}py B TIadKy KAPTOHHYIO
[ BMECTE ¢ HHCTPYKLHCH

| 10 NPUMEHEHHIO.

12 Labelmg/ MapKHpOBKa\ A(,c,ordmé-to ND. / B coorsercrBim ¢ HJ,I

3600 to 4400 mg of CiHuO-
(Ibuprofen) per tablet /

Ot 360,0 mr po 440,0 mr CiHisO;
((ubynpoden) s radnerke

2925 to 3575 mg of (CHoNOs,

(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHsNO,
(napaucramon) B TabneTke '
110 tablets in PVC/AI blister. 1, 2 or 20
Ibhsters and a patient mformatlon leaflet
in a carton. / 1o 10 Tabnetox B TIBX/Al
Gnucrep. Ilo 1, 2 unu 20 Gnucrepos B
nauxy KAPTOHHYIO BMECTE G
MHCTPYKUHEH 110 [PHMEHEHHKIO,

| At temperature not more than 25 °C. /

[Tpu Temnepatype He seitue 25 °C.

14 | Sheif life / Cpoxk
rOJHOCTH

!5 years / 5 net

Prepared by
ITonprorosneno: \ o

s
| Ramakant [, b L

Remarks: The Product conforms to ND/
Ipumeuanue: [ponykr COOTBETCTBYET TY Tpebosanuam HII

Checked by/
[Tpoeepeno: Pardeep Kumar

[ ~ostmy. ) ]

Opinion: APPROVED
3arioyenne: O,E{OB‘PEHO

Approved by Manager/Executwe
/O pobpeno:Menenxep/PyKkoBoauT
enb . Amit Kumar { -

Reprint Date:16.05.2023
Hara:

Reprint Date: 16.05.2023
Hara:

Reprint Date: 16.05.2023
Hara: - 1
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