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

Jigyraun®), TabiHeTRH, TOKPLITHIC nuIeHoYHO} 000a0uKOH, 400 Mr + 325 Mr l
Ratch No / Copun N2 : V2301045 aﬁ?atch Quantity / OGem napTus : 766.8 Ke |
Anafy_uc;l Report No / ARaIHTHIECKHHA 0TaeT oraer Ne : Date of Analysis / Jara ananusa:17 06, 2023 i
040001901671 .

Da_te of Manufactutc! I[a'ra nyomsunnsa sz 2023 (Date of Expiry / € POk TOAHOECT n 5 Apr.2028

{Analysis uerfox ‘med according ND / AR (IpoBesE TI0 H i I?I‘ﬂ 11252/ G1-16012 “"

Ne | Test / Tlokasatens |Re~uils/ !’e'svumﬁ'rl.: | \peuﬁmlmnr Hopma
1 !l»,acnphun/(lnﬂcaﬁﬁe Omngc, filn-coated, capsule “shaped, 'Oranm - {ilm-coated, capsule-shaped, one-}
' E lone-side scored tablets; white core at|side scored tablets; white or off-white|
t i the cross-section. ./ Taonevion core at the cross-secion. | Tabnerxn
} ikancynosnaHol GoOpMBL, norcpswmc'xancynasnmon ¢GopME,  TIOKDHITHIE
}nneﬁonnou oGonouKoi opaiiaceore macHouHel  OBONCHKOH  OPAIDKEBOra|
iuseTa, ¢ prCKOd Ha OJIHOW CTOPOHE; UBETR, C PHCKOW Ha OZHOH CTOPOHE; 14|

Ha TIOMEpEHHOM paspese — SAPO MONEPSHHOM Pazpee - A4po Besoro ik

] Benoro nueTa. ‘rouTw GEnoro UBCTa.
dentification/ Cc_zr;xiwi::es'a:;: rescribed! = The retention limes of the main peaks or
i {lo L TMHHOCTE iCooTBETCTBYET 'the chromatogram of the test solut:on
' ‘ i ishould correspond to the retention tlmesi
l ] of the peaks on the chromatogram of!
I ! | ibuprofen and paracetamol reference,

! Istandards solution (section Assay) /
! ' BpeneHa yAEPKUBAHNS OCHOBHBIX MK '8 |
| Ha  Xpomatorpamme  acamryemorc!
} pacTBopa  AOIDKHBL ~ COOTBETCTBOBATH
! IBpemenaM  yZepiuBanMA THKOB  Hay
i |XDOMATOTAMME DACTHOPA. CIARAAPTHATK
i i ‘ofpasnoB wOynpodena M NApALCTAMONR

| . | (paszen WKonuaecneHnoe
N - | o |onpepeaenuen; W ]
3 | Average tablets weight | 971.5mg/ 971.5mr From 0409 mg to 9991 mg
Cpennsia Macca ;{'*)"EE.O mg+3.0.%)/ '
iTabneroK Or 9409 wmr mo 9991 MT"
(@70,0 mr = 3,0 %) i
e — b e ——— d
“Remarks : The . Product conforms to ND/ Opinion : APPROVED i
| Mpuveuanste: [IpoNyKT COOTEETCTBYET TpefioBanuam HIJT | 3araouente: ONOBPEHO ¢
| Prepared by / Checked by / [ Approved by:Manager/Executive/ !
' JlofroToBAgHO: INposepeno:Ramakant Ogobpeno: Meeep / i
Pravesh Rana @ ul}}/ff" Pykooamteis N > I
e Amitlaeo } - ]
Reprint Date:. Reprint Date: T Reprint Date: {
17062023 | Maw170e203 |Mew17062083

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2339, Email; mail@drreddys.com
CIN: LBS195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q‘:‘

Product : Ybuclin, film-coated tablets, 400 mg +325 mg
Hm’h man®, rabaerKy, NOKpLITHIE naeH04HOH mm,_i
ba&ch No/ (‘epusﬁ Ne < V2301045

‘ s\nalytical Report No / Auvanm
1040001901671
111419 EE mu(auuwl Tata 0

| Analysis perfor med according ND / Awanss npopees uo HI: I NG

4 |pis mte{ ration /
{Pacnanaemocis i
5 |Dissolution /

Pactsopenne 5

| |

| .
i
{
i

| Remarks

fhe Product conforms to ND/

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHEAT AHANH3A

-mqec:cuu OT‘IET Nes I-DATL of

o uﬂm B2 : Mav.2 n

0’7 win 175;(:/ 07 musn 1/0&%

95 % To 100%

98 % to 101 %

e e S S

, Ipameqanue: ]y TIpoIyKT COOTBETCTBYET Tpedosanuam HJT

Page20f6/Crp. 2 u3 6

ouioii, 400 mr + 325 mr I
Batch Qu antity / Obbem n.x;mm : 766. 8 Ke

Analysis/ JlaTa aganuza: 17.06.2023 |
'?h..u of Expiry /C ;Jf)h FOXHOCTH ¢ ApT. 2028
!1-’( (8} ' l(l;["l
'Not more than 30 min !
e Gonee 20 MBE 1
[Not less than 70% Q) of C, HsC
{Thuprofen) after 30 min / .
‘He memee 70 % (Q) CisH;is0s!

(uGynpoden) ycpes 30 MuH
Net less than T0% {Q) of Cg[‘IgNU:E
(Paracetamol) after 30 pun /

He 0 % Q)
j{napayctamon) yepes 30 MuH

i
CsHoNO-

MEHCC

R——

e —

1 "Opinion : TAPPROVED

Saxoouenne: OJOBPEHO

| Prepared by /
% [MoaroToBiEHO:
;, Pravesh Rana
;
* Repnntﬁate ****
] | Hara:17.06.2023

_Hafa: 17.06.2_{)__’2_3_

HaTa 17.06.2023

Checked by / Approv ved by Managert’Executiv?f R
IIposepeHo: Ramakant | OpobpeHo: Meremxep / |
PyxoBOIHTENS e i

o 8{“\__/ o et~ |

| Reprint Date: Reprint Date: i1

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4500 2958, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com



e Dr. Reddy's Laboratories Lid.

€

Y - fFormulation Unit-6

Dr.Redd VA !l’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS yww,drreddys.com

CEPTHOHKAT ATIATIIA

Page30f6/Crp.3 w3 6

[ e

Product : Ibuclin, film-coated tablets, 40(—3_:—:'1g“+‘ 325 mg |
' A6yrnHn®, TabaeTiH, HOKPLITLIC TXeHOYHOH o6ounouroil, 400 mr + 325 Mr {

[Batch No / Cepatst Ne s V2301045 __ Batch Quanlity/ OBrew naptun : 7668 Ky |

Analytieal Report No / AHmTﬁéecmxﬁ_o;qEr——ﬁﬂ . El-)a'fe_a_f Analysis / lata apanmsa:l’.06.202
(40001901671

34
| e e g et o T T Y : 2 ' !
‘Daie of Manufacture / 1312 Hpon3NORLTEA - May.2023 |Date of Expiry / Cpox YOAHOCTH : Apr.2028 |

ih-ﬂ(sh sis _p_grfqrr}ic-utl_nccu_rgiﬁtgglfl_,f AJI8.,143 NPOBEACH WO HA: I ﬁﬂﬁf“ﬁl_’ﬂl 160123

ST e it e :
6 IRelaied substances / I 4-;11[1[;1(11;%;;:[10] (ga;-g.cﬁﬁym,} 'ﬂ'ﬂl‘mlﬂ}‘)

| PocTECHIbIC TIPAMETH | 0.0003% |- not more than 0.005 % /
MMethod 1/ Metop 1| 14-amunodeson (NPUMECH TAPALETaMONa) |
! } i |- ne Gonee 0,005 % ‘
|
b ! i |
ll : I 0.03% t
i iMethod 2/ Meropn 2 ¢ Anv individual impurity (ibuprofen orf
i ' i iparacetamol) - not mMOre than. 0.3 % f"!
! f JlioBas enmHEYHASL IPMECE
[ l | 1(ﬁ6ynpo¢eﬁa WIH mapaueTamosia) - Hol
| | jGonee 0,3 % |
0.03% ‘1 otal impurities (Method 1+ Method 2)
‘ . not more than 0.7 % / i
] t \Cymma npumeced (Meten 1+ Meron 2)
i i i - He Gomee 0,7 %
9 |Water / Boga S T TT1.5% - ‘Hmn—ﬁre th;;-g"(]%7 ]
A (T it Bonee 5,0 ¥ )
E Remarks : The Product conforms to ND/ Opinion : APPROVED :
| Opumeuanue: I‘nggy_mhcopﬂﬁg@}eﬂpeﬁogagnﬂm H | 3axmodenue: OJZIOBPEHO :
' Prepared by / [ Checked by / I Approved by:Manager/Executive/ |
 [ToAroToBNCHO: [Tposepeno:Ramakant | Opmofpeno: Menemaep / i
‘j Pravesh Rana %}}J %‘ 1 PyKOBOAHTEND _"‘\v.f\\/‘: i‘
™ W_ | Amit Kumar _ { =7 |
g Reprint Datet. Reprintba&eﬁm o " | Reprint Date: e \'
| Merw:17.062023 | Merel7.062023 . o | Mara:17.062023 )

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4800 2500, Fax: +91 40 4900.2999, Email: mail@drreddys.com
CIN: LSSlSSAPlQSdPLCDﬂQSD?
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Dr.Reddy’s Qi‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.B, 173 205, INDIA
Te| - +91 98166 56001-02

CERTIFICATE OF ANALYSIS yy drreddys.com
CEPTHOUKAT A HATM3A

[Product : IbucIm 1, film-coated tablets, ., 400 mg mg +32571 mg
6yinun®, TabreTKH,
|Batch No / Cepsa N Ne 1 V2301 2301045

Analym,al Report No/ AHATHTAYECKHT oTder Ne :
lo40001901671

lDaie “of Manufac ture 7 Hata n_pomaoacma May

| Analysis performed acmrdmg ND /[ Anainqs n;toneueu

10 | Uniformity of dosage

HOKPLITHIE ] TLACHOYHOH| oﬁo.ummon 400 mr A
_ Batch Qmmm\
" Date of Analysis/ ] HMara apanusazl’. 7.06. 2023

Paged of 6/ Ctp. 4 u3 6
+325 Mr j
Um eV LAPTHH . 665 Kg

~02'* Datr of Explry / (‘pm\ romm(‘m Apr 2028 .
no H,ZI ;11 N011252101 16(1!21

units / H
|OIHOPOLHOCT Acceptance value (AV) should be not }
|  I03UPOBAHHS 1.9 more than 15.0 / '
| - Ibuprofcn /HGyrxpoq:eﬂ Tloxazate s npueMnemoctH (AV) nomkeH
| |Gt HE Gonee 15,0
- Paracetamol/ 1.9 Aceeptance value (AV) shouid be not
| | mapaleramon | lmore than 150/
, | [Tokazarens npuemnemMocTa (AV) gomked
T e o7 ne Gonee 15,0
.11 ‘Macrobiological purity / | i
Mpmpo(monorm{t:cxax |
qﬂc'rm'a* i
'a) Total aerobic | NA {Not more than 1000 CFU/g/
microbial count / ' ‘He 6onee 1000 KOE/r
| Obee yHCnO |
a3pobHBIX i
MHKPOOPTAHH3MOB | !
! ; NA ;
b) Total combined { Mot more than 100 CFU/g/
yeasts and mould count | iHe Gonee 100 KOE/r i
/ Ofiuee YHCIO {
| IPOFOKEBBIX H | NA
! nnecHeBsX I'pAOOB {
] lc) E. coli l |Shall be absent in lg / OrcyrcTeue Esf
. i
1 Remarks : The Product conforms to NI/ ‘ Opmmn . APPROVED §
Hpumeqamte TTpoyKT COOTBETCTBYET TpeboBaHUIM HI | 3axmouewne: OMORPEHO i
“Prepared by / [ Checked by / Approved by-Manager/Executive/ | ?
ToAroTOBNEHO: [Tposepeno:Ramakant Ono6peno: Menemxep /
! Pravesh Rana | Pykosomutens [\ 2.\
S Q- Aput Kumar  { ‘ !
Reprmt Date:. i Reprint Date: Reprint Date: ' g
i Jlara:17.06.2023 _ | Mara:17.06.2023 Jlata:17.06.2023

R, S R e B

Registered Office: 8-2-337, Road No. 3,
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CIN: LB5195AP1984PLCO04507
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Dr.Reddy’s Q::"

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

' Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS yyw.drreddys.com
CEPTH®UKAT AHATIN3A

Product : Ibuclin, film-coated tablets, 400 nTg— +325 ;-E

W6yicaun®, TabIeTKH, TOKDLITEE IIEH0YHOH 060104105, 400 mr + F325 Mr__
Batch No { Cepus | 3 No @ V2301045

Analytical ‘Report No / AnaniTadeckuii oT9eT Ne :

1040001901671

Pu!hh {)umhr\

Page50f6/Crp. Suz 6

766.8 K h

Oﬁt.m RPT] T

= —EDak of Analysis / ll;a'ra anaama:l7. un.).ﬂ,a._s

'”dfe of “&hmtfﬂdnu' /ﬂ,a'm_ npnmso;m Ba Md‘r 2021 F! elx ofF_hpm / Cpor mmmm : Apr] 3(; R r

| A 1!5‘::« pvrt’nrmecl accordin

[ 12 Assay/ _
KonpuecTBeHHOE
‘OnpeIeAeHMe 1

. |
. |

[ 13 | Package/ Ynaxoska |
i

b

i

i
4 H’,a? ing ‘\’ldpzchpoam.

{715 | Storage conditions /

! ¥paHeHue

.imT(j Shelf Tife / Cpox

FomHOCTH

s ND/

!

395.6 mg/ 395.6 Mr

32345 mg /323 45vr

10 tablets 1n PVC/Al blister. |
blister and a patient information

Apanus HHOREICH o H;E I NO11252/01- 160123

From 360.0 t© 440.0 mg of CuHuO:]
{Muprofen) per tablel |

Or 3600 Mr no 4400 mMr Cy3HuOsl
{uBynpodien) B rabnetke

From 2925 to 257.5 mg of € H.NO.!
l{Paracetamol) per tablet / i
{Or 2925 Mr no 3575 mr CsHoNO;|
{mapayeramon) g rabaerse ‘
10 tablets in PYVC/Al blister. 1, 2 or 20

blisters and a patient informnation leafle:

leaflet in a carton. / Tlo 10 in a carton. / Ilo 10 ta6nerox B IIBX/Al
‘rabnerox B [IBX/Al 6nucrep. [lo 1 6nucrep. [lo 1, 2 wm 20 6auctepos B
Grucrepy B DauKy KapTOHHYO |nasKy KaPTOHHYH BMECTE c|
BMecTEe ¢  MHCTpykumefi- no ‘uac‘rpykm{eﬁ 10 IPHMEHEHUIO.

| IpAMEHEHUIO, o |
| According to ND / B coo COOTBE.TCTBHH ¢ HIL )

At temperature > not more than 25 °C. /

Tlpn 1emmepatype He shitme 25 °C. i - |

5 years / Smer

* Performed by the manufacturer at release perodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [TpoBofiTCS TPOUIBOAUTENEM NPH
BRITVCKE NEPHOZHEecKku: s kaknol 20-0i cepun mim He Meee 1 pasa B roj1. [lokasaTent MOXET ObiTs
He BIJHOYEH B CepTHOUKAT aHanu3a QUpPMa

[Remarks : The Product conforms to ND/
| Hpumeuanue: [Ipofykr cootseTcTByeT TpeGoBanmaM HI

Sa—

TOpinion : APPROVED ﬁ

| Prepared by /
[ToaroToBIEHO:
. Pravesh Rana

A
L]

Checked by /
[TposepeHo: Ram.u\.mt

Quipt!

Baxmouenune: OJJOEPEHO
Approved by:Manager/Executive/ ?
Ono6peno: Menexep /
Pykosopurens '\ T
Amit Kumar .

o

{ Reprint Date:.
| ,[[g'ra 17.06.2023

T ————na A

Eeprint Date:

T e T S ST

Hata:17.06.2023

L T T T

. L
Reprint Date:
212:17.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
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P/ e Formulation Unit-6

Dr‘ REddy s hd Vill. Khol, Nalagarh Road, Baddj,
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Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHKAT AHATH3A

Page 6 of 6/ Crp. 6 u3 6

DRSNS

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

115y canu®, TabaeTky, NOKPLITLIE IIEHOUHOH 00040y KOT, 400 mr -|j 325 mr

Eatc_l_l No / No / Cepmsi Ne ¢ V2301045 - ratch Ou:mmw / {'}ﬁ'bew mApTI 66 8 hg ;

Analytical Report No / AnamariIeckui or9er Noe: fDdte of Analysis / lata ananusa: 17. 06.2025

040001901671 ‘

Bat{* of ’ﬂ.mnmx,mre { lata upmvwa e m.a : Mav. 302”- |Date ﬂflh.plr\ [ Cpow 1o mm.m Apr. '»:()'W |

‘sn'ﬂvszn mrfnrnmd according ND / anm npaneseH mro HAL: 11 NGT 125201 166123 ) - ;
A name (INN) / Tbuprofer / MGynpodicr ,  Paracetamol / [lapauetamon i

Hanmenosanne ADC (MHH): ] i _ . ) ]

| API manufacturer batch number / :

Homep cepuy HPOR3IBOMHTENS PIRM230098 l 5042/22-23 |
| A®C: - R ]
| 7P Manufacturer AP1 Batch l

| number / ; FEQA00183 i FEQA00168

| Hlomep cepur cyhcianimm

npowssomrrens IJId: | _ . ) o _
’ | Solara Active Pharmoa Sciences | Sri Krishna Pharmaceuticals |
APl Mannfactured by & country/ | Limited, India / Conapa 3xrns | Ltd., India / [lps Kpuimna

| [Ipoussogarens ADC, crpana: Papma Caliericus JIuMuTE, | ®apmacsroruranc JIta., Manus |
EL I L i Wnmms _ ) R
Remarks : The Product conforms to ND/I ! Opinion : {APPROVED E
. Tpumeuanue: [poaykT cootBeTcTByeT Tpebosauusm HJI | Jawmoueine: OXOBPEHO |
{ Prepared by / Checked by / " Approved by:Managet/Executive/ |
TIoATOTOBNEHO: 1lposepeno:Ramakant Onobpeno: MeHeJI)Ke}J /
Pravesh Rana %UL\U—{* Pyxoxomurenms \ E
o | Amit Knmar | e
| Reprint Date:, Reprint Date: Reprint Date:
Jarx17.0620203 | Jlaw17.062023 | Mara:17.06.2023
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