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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHU3A

Page 1 of 5/ Crp. 1 u3 5

N6y uH®, TabieTkH, NOKPLITHIE L1eH04HON 060104 K0H, 400 Mr + 325 mr

Batch No / Cepus No : V2300944
Ana}yrzcal Report No / Aranutnacckuit otuer Ne |

1040001854246

Date of Manufacture / )IaTa npomacmc TBA Anr—2023
;Anahfszs performed according ND / Auams3 nposesie no HT:TI NO1 175’7/(}1 3005

‘Batch Quantity / Ofnem napTiu 727.500 Kg-fm

Date of Analysis / [lata anamisa: 30.05.2023

iDatc of Exmry '/ Cpo:( I onﬂoc TH : Mar-2028

: Ne  Test/ Iloxazareas

[\
|

Identification/ ¢

[MoHHHOCTE

IResults/ Ppsvnbmrbx

JK&HC}’HGBMJIHOH (hOpPMBI, MOKPBIThHIE
nneHouHol 0BoNnoYKoH OpaHKeBoro
luBeTa, ¢ pUCKOH HA OJHOH CTOpOHE;
Ha [ONEpevyHoM paspese — sAnpo
Henoro usera.

Complies as prescribed/
CoorBeTtcTBYeT

1 DCSCI‘Ipt]OTl/ Onucanue Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets; on one-side scored tablets;
lcross section - white core./ TabneTku on cross section- white or off-white core. /

The retention times of the main peaks on

:Specification / Hopma i

Tabnetks  xancynoBuIHOH cbopmm,l
[TOKPLITEIE fINIEHOYHO obonouxol
OpaHKeBOTO [(BET4, C pHCKOH Ha oxHOi
CTOPOHE; Ha NOTEPEYHOM paspese — aapo
fenoro unu noyury Henoro UBeTa.

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) /

Bpemena yaepXuBaHKs OCHOBHBIX TTHKOB
Ha XpoMarorpamme HCTIBITYEMOTO
pacTBopa  AODKHBI  COOTBETCTBOBATh
BpEMEHAM  YACPXKHBAHWH  [HKOB  Ha
XpOMATOrPaMME pacTBOpa CTAHNAPTHBIX
obpasuor nbynpodeHa u mapauneramona
{(paznen «KonuuecTBEHHOE
onpefeneHues) o ]

Remark& The Product conforms to NI/

} 0p1mo_n_‘~APPI_{6VEﬁ - I

| Mpumeyanne: IIpomyxT cooTBeTcTBYET TpeGoBanusM HJI f 3armouenne: OJJOBPEHO

| Prepared by / Checked by f Approved by: Manager/Executive /I
[TogrotosneHo: /} E L ITposepeno: Pardecp Kumar Onobpeno: Mene txep / PykopoiuTens
Ramakant {7~ - AmitKumar N\ .\

Reprint Date: | Reprint Date: Reprint Date: : "

| Hata:30.05.2023 | Hara:30.05.2023 Hara:30.05.2023 B |
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P, 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHMKAT AHATU3A

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

I/Iﬁvlc.rmn® TabJeTKH, TNOKPbITbIE TIEHOUHOH ooo.uomcou, 400 mr + 325 mr

Batch No / Cephs Ne : V2300944

Analytical Report No / AranuTiucckuii otder Ne :
040001854246 o

| Date e of Manufacture / Hata nnomao ncTBa : Apr-2023

Page2of 5/Crp.2 u3 5

Batch Quantity / O6bem naptuu : 727.500 K,c_' T

Date of Analysis / Jlata ananuza: 30.05.2023

“Date of Expiry/ C;)OK rOIHOCTH : Mar- 2028 i

eAnalvms performed according ND / Aramus nposeneH no HII: [T NO11252/01 -300522

Average tablets weight 970.8 mg / 970.8 mr
Cpennas macca

TabNIeToK

4 Disintegration /
[ PacnapaeMocTs

08 min 43 ;ac / 03MHH43 cek

9409 mg to 999.1  mg
(970.0 mg + 3%) /
Ot 940,9 MP 0

999,1 Mr|
1(970,0 Mr £ 3 %) !

l
%Not more than 30 minutes / }
He bonee 30 MuH |

| Dissolution / 98 % to 101 %

 PacrBopenne

100 % to 103%

Not less
(Ibuprofen) dissolved in 30 minutes /

than 70% (Q) CiHis0:

He wmenwee 70 % (Q) CisHigO: i
(nBynpoden) yepes 30 Mun |
Not less than 70% (Q) CyHoNO, f

|(Paracetamol) dissolved in 30 minutes /

i i He wMewee 70 % (Q) C3H9N02[
o (napaueramon) yepes 30 MuH

Remarks: The Product conforms to ND/ B Opinion: APPROVED o
Npumeyanne: [Ipoaykr cootBercTayeT Tpeboanusam HI[ | 3axmouenne: ONOBPEHO ]
Prepared by / | Checked by / Approved by: Manager/Executive /
Toarotosneso: /7 "r il [Tposepeno: Pardeep Kumar Opobpeno: Menc umep / PyroBopuTens
Ramakant 0" v [ Amit Kumar JANSR Y
Reprint Date: ""Reprint Date: Reprint Date: T
Jata:30.05.2023 | Mara:30.05.2023 . Hara:30.05. 2023 _ ) ]

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Dr.Reddy’s ‘{‘

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

ffrdduci: lbuclin, ﬁlm—coé‘{émc-iﬂféi)l:tg,”;&(")(_}Mﬁ;g + §2§‘A'mg

Moy ®, TaBNeTKH, IOKPBITbIE NIeHOYHOH 060104K0H, 400 Mr + 325 mr

Batch No / Cepua No : V2300944
Analytical Report No / Ananntuuecrii otuer No
040001854246

Date of Manufacture /géza_épgﬁsgnéﬁa; : Apf;2023 '

Analysis pe;fbnpg@mgcgording ND / Ananns nposenen no

6  Related substances / f
1Poncreentbie npumecn |

IMethod 1/ Metog 1
i

C0.0001%

|
[
;Method 2/ Merop 2 BDL (Disregard Limit 7138)

0.0001%

T
i

|

., Batch Quantity /¢ )61;:?»4 napTiu :127_.5109_Kjgm _ij_
Date of Analysis / Ilata anannaa: 30.05.2023

Page3 of 5/ Crp.3uss

Date of Expiry / Cpox romocn : Mar-2028
HJL: TTNO11252/01-300522

;4-aminoﬁ£m3!—(paracctamol imI;lTr_ity) I
4-amuHOpeHon (npumecs fapayeramona)
'- not more than 0.005% /
" He Gonee 0,005 %

Any individual impurity (of ibuprofen or
‘paracetamnol)  /  Jlwbasn  emunnunas
\mpuMecs (ubynpodiena HIH
Napalietamona) - not more than 0.3% /

, He Bonee 0,3 %

Total impurities (Method 1+ Method 2)/
Cymma npumeceit (Merog 1 + Merog 2) -
‘not more than 0.7% / ue Gonee 0,7%

9 E Water / Bona

. 10 | Uniformity of dosage
‘units /

OnHopoaHocTs
I03HPOBAaHHS

- Ibuprofen /uGynpodes :

i

|

R

- Paracetamol/ 2.8

napaleramon

[Not more than 5.0% /
{He Gonee 5,0 %

|

IiAcceptance value (AV) should be not
more than 15.0 /

JHc»fca:*.an"em, npuemnemocTy (AV) gomken
BuITh He Gonee 15,0

Acceptance value (AV) should be not
more than 15.0 /
ITokasatens npuemaemocty (AV) nomxen
igb!:rb He 6onee 15,0

j Remarks: The Product conforms to ND/
| Hpumeyanue: IMponyxT COOTBETCTRYET TEEJEGBQ_HHS{I\_A HI |

Opinion: APPROVED T
3axmouenne: OTOBPEHO {

¢ Prepared by / .| Checked by / Approved by: Manager/Executive /

i [oarorosneno: ) ?\1 " | Iposepeno: Pardeep Kumar Onobpeno: MeHeﬂ;{ccp ¢ PyvkoBogurens

| Ramakant W1 = Amit Kumar o W N o
Reprint Date: | Reprint Date: Reprint Date: L —
[laa:30.05.2023 | Mlara:30.05.2023 Jara:30.05.2023 R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2500, Fax; +91 40 4800 2999, Emaii: mail@drreddys.com
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Dr.Reddy’s @S¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, IND|A
Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

.Pmtq)gducz—fbiﬁcﬁz;:ﬁlm—cda_md ?aEi}ts: ﬂ]ﬁunfg_-l- 325 mé N

Page 4 of 5 /CTp, 4Hu38

I@y_}cﬂuﬂ@, TabaeTkn, NIOKPLITBIE ILIEHOYHOI 060104K0iH, 400 mr + 325 mr

BachNo/Cepur Ne: V2300944~
Analytical Report No / AHanutuueckuii otuer Ne :
040001854246

Y o T A - e e, S e s
Date of Manufacture / [lata Tpou3BoncTBa : Apr-2023 'Date of Expiry / Cpok rogrocts : Mar-2028
1 Analysis performed according ND / Anannz aposenen no HI[: T1 NOI 1252/0 1-300522 o

| 11 Microbial limits / i
{Muxpobnonoruyeckas |
! 'sMcTOTA f
I‘ {a) Total acrobic i Less than 10 CFU/g /
! imicrobial count / | Megee 10 KOE/r
j 'O6uwee uncno :
aspobHeIx |
H

MUKPOOPraHu3mMoB

Less than 5 CFU/g /

{b) Total combined
Menee 5 KOE/r

, yeasts and mould count

I/ OBwee uncno
APOMOKEBBLIX H

| LnecHeBkIX rpubon

‘c) E. coli Absent in 1g / OtcyteTByer B 1r
12 [Assay/ [ 397.8mg /397.8 mr
i ' Komuecreennoe |

‘onpefenenue

! 332.10 mg/ 332.10 Mr

4
i
i
H
t
t

. Batch Quantity / Ouewm naptun : 727.500 Kg
{Date of Analysis / lata anagnsa- 30.05.2023

'Not more than 1000 CFU/g / ’
He Gonee 1000 KOE/r

| ;
!
|

Not more than 100 CFU/g /
He 6Gonee 100 KOE/r

i
|
Shall be absent in Ig / Otcyrereue B
Ir
3600 to 4400 mg of CnHiOz
i(Ibuprofen) per tablet /
Ot 360,0 mr no 440,0 mMr CgpH30,
(ubynpoden) B Tabnerxe
1292.5 to 3575 mg
|(Paracetamol) per tablet /
lOT 292,5 mr no 3575 wmr CsHoNO, |
(mapaueramon) B TabreTke i

Of CngNOz'

Remarks: The Product confonn; t-(j Nf)/
Hpml_:el_{_anﬂg_g: }'Ip_o_nym COOTBETCTBYET TpeboBauuam HJL

T Opinion: APPROVED ) i
| 3axnouenue: OJOBEPEHO ;

Prepared by / Checked by /
[Toarorosneno: “{i ‘, oA [ Ilposepeno: Pardeep Kumar
Ramakant WV :

Reprint Date: ' , Reprint Date:

Hara:30.05.2023 Jlara:30.05.2023 l

Registered Office: 8-2-337, Ruad No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mai

CIN: LB5195AP1984PLCO04507
www.drreddys.com

‘ Approved by: Manager/Executive / |
| Onobpeno: Menenxep / Pykoroaurens

| Amit Kumar AN j
Reprint Date: 5 |

Qera30.052023 |

e e—— ___§
e

500034, Telangana, India
1@drreddys.com



: Qe Dr. Reddy's Laboratories Ltg.
Dl‘l Reddy,s ‘;‘ Formulation Unit-6
» Vill. Khol, Nalagarh Road, Baddj,
Distt. Salan, H.P,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Page 5 of 5/Crp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGyxau®, Tabaerxy, MOKPLITEIE NAEHOUHON 060104 K0H, 400 Mr + 325mr e
Batch No/ Cepuist Ne : V2300944 B _ . Batch Quantity / O6vem NapTHH : 727:_500_Kg___
Analytical Report No / AHANUTHYECKHH OTyeT Ne - Date of Analysis / JTata aHanuza: 30.05.2023
040001854246 : — L . N
Date of Manufacture / [lata rzpmézso,g(ira_a:_ Apr-2023  Date of Expiry / Cpok rogrocry : Mar-2028

 Analysis performed according ND / Ananus n;ﬁoaegeﬂ no HJI: Q_NQ_I_I_ZS}JOI-BE)OSQZ

13 Package/ Ynakoska |10 tablets in PVC/AL blister. T 10 tablets in PVC/AT blister. 1,2 or 20
blister and a patient information blisters and a patient information leaflet
leaflet in a carton. / IMo 10 in a carton. / ITo 10 TaGneroi B [IBX/Al
. Tabnerok B TIBX/Al Baucrep. Tlo 1 fﬁmicq‘ep. Mo 1, 2 unu 20 6nucrepor B

GnucTepy B nauky KapTOHHYIO  1nauky KapTOHHYH BMecTe ol
(BMECTE ¢ WHCTpykuMeli  no | HHCTpYKItMeii no TIPHMEHEH IO, f
| IPUMEHEHMFO. | § B |

Tzi_"fa?efing_/ﬁ/[iipkuposxa: According to ND. / B coorsercranu ¢ HJT, o T

| 15 Storage conditions / ’At temperature not more than 25 °C./

; XpaneHue [HIpu Temnepatvpe He Bime 25 °C. ) 7 ) _

| 16  Shelflife / Cpok (5 years / 5 net g
{__ ' TOOHOCTH S S SE——
| ﬁ:i nl:::::} ,(113,1:),:@(1 (MEID: f Ibuprofen / U6ynpoden - Paracetamol / [Tapaveramon f
| Aﬁmanufactur:ar_b_afch—nlini_b;rw“/ R sy - R ;

PIBM230124, PIBM230097

Homep cepun npoussonurens A®C: | 1596/22-23, 1598/2223_

FP Manufacturer API Batch number / -’ B

f
Homep cepun cyberannnn FEQA00179, FEQA00182 FEQA00165, FEQA00166

npomssoputens [JId: | o o
H ) ' Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
| API Manufactured by & country / Limited, India / Conapa Sxrus , Ltd., India / Illpu Kpuina
| Hpoussoantens ADC, CTpana: | @apma Caitencus Jlumuren, Unnus | DapMmackroTHKaNC g,
| | : Unpus |

U T

’—Remé;ﬁgz ﬂfﬁ:e—‘]ar:gdadt éonfonﬁs_t—leD/

=== TSR, s =
i Opinion: APPROVED f
¢ Hpumeuanue: [Mpogykr COOTBETCTBYET TpeboBaHusm HJJ SaRJ_uo'ielme: OJIOBPEHO f

———— TN —

Prepared by / i | Checked Ey/ 'Approved by: Manager/Executive /
Hoxrorosneno: _,5;“{'3‘}” il/*_|ATposepeno: Pardeep Kumar Ono6peno: Mere vrep / Pyrosoaurens
Ramakant Nt U = Amit Kumar A= |
Reprint Date: Reprint Date: | Reprint Date: ~ * 1
Hara:30.05.2023 | Mara:30.05.2023 Aara:30.05.2023 |
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