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CEPTHPLHKAT AHAJTH3A

Pagel1 of 6/ Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg '
'Hloykann®, TabaeTku, MOKPLIThIE IeH04HOR 0060:104K0i, 400 Mr + 325 mr

ﬁatch No / Cepuﬂ No : V2300643 Batch Quanhtv/ Obvem napruu : 756.880 KG
]Anaiytmal Report No / Ananurudeckuii oraer No : Date of Analysis / lata anammsa: 16.05.2023
(40001828062

lﬂate of Manufacture / ,lIa'ra NpoH3BOJCTEA © Apr-2023 iDate of Expiry / Cpok roanocry : Mar-20_2_8 o
lAnaIvsm performed according ND / Ananus nposenen mo HJL: T1 NO11252/01-300522

Results/ Pezvm,mrm ‘Speclﬁcatmn i Hopma L
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. /Ta6netku |on cross section- white or off-white core. /|
IKancynosuaHoH dopmbl, TOKpbiThie| TabneTk  KancyloBHAHOM popmbi,;
E nacHo4Holt 0B0NOYKOA OpaHKEBOro|NOKPLITLIE [JIEHOYHOH oBonouxoi
[ 1BeTA, C PHCKOH Ha onHOH CTOpOHE; OpaHXEBOTQ LBETa, C PHUCKOH Ha oxHON

H& [IONEpeYHOM paspe3e — AP0 CTOPOHE; HA MONEPEeYHOM pazpese — SApo
%661101‘0 LBETA. [benoro uin noutk Genoro useTa.

i

LN Test / ITexasaTtensn
I Description/ Onucanue

|
.

Remarks: The Product conforms to ND/ Opinion: APPROVED |
Tlpumeuanue: [Tpoaykr coorsercTyeT Tpebosanuam HI[ | 3axmouenue: ONOBPEHO !
Prepared by Checked by / Approved by: Manager/Executive
MoaroToRICHO: 2 [Tpoeepeno: Pardeep Kumar /OnobpeHo: MeHe}l}Kep/PyKOBO,ﬂHT
Ramakant ‘ \t,;, ‘-1:”; A = enb : Amit Kumar [\~
v - : [ —
| Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023 o
gge;rq: Hara: Hara: o

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Emall: mail@drreddys.com
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CERTIFICATE OF ANALYSLs - drreddys.com

CEPTUOUKAT AHAJIM3A

Page2of 6/ Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg'+ 325 mg
Poyinna®, TabneTku, NOKpeIThIe [1eH0HOT 06010uKoH, 400 mr + 325 mr

Bgt_c_h No / Cepnﬂ Ne : V2300643 {Batch Quantity / O6bem MaPTHH : 756. 880 KG
Analytical Report No / Aganurrueckuii oTuer No : iDate of Analysis / laTa anamu3a: 16. 6.05.2023
1040001828062

Aunalysis performed according ND / Ananu3 uposejes no HO: TIN011252/01-300522

}_Datc of Mmufacture / JaTa | a npou3BojcTBa : Apr-2023_ Date of Expiry 7 (,porc TOHOCTH : Mar—2028

2 | Identification / |Complies as prescribed/ "The retention times of the main peaks on

[ToxauHHOCTH CooTBeTCTBYET the chromatogram of the test solution

l l should correspond to the retention times,

of the peaks on the chromatogram of’

| ibuprofen and paracetamol reference’
standards solution (section Assay) /

Bpemena yiepkKBaHHA OCHOBHBIX MHKOB

% HA  XpOMATOrpaMME  WCTBITYEMOro
pacTBOpa  AO/KHL!  COOTBETCTBOBATS|
BpeMeHaM  YIEPKHBAHHA [UKOB  Ha
XPOMATOrpaMMe PacTBOpa CTAHAAPTHBIX
_ obpasuos ubynpodena ¥ napaileramona
| {paznen «KonuyecTpeHHoe
| OlpeeneHNes)
|
|
l
| |
3 IAvera,a;’é tablets weight | 965.9 mg / 965.9 mr 940.9 mg to 999.1 mg!
Cpennsis Macca % 1(970.0 mg + 3%) / '
TabneToK Or 9409 wMmr jgo 9991 MI
5 I (970,0 mr £ 3 %)
] i
L | |
Remarks: The Product conforms to ND/ Opinion: APPROVED
Npumedanne: [TpoaykT cooTseTcTBYET Tpeboanuam HII 3axmouenne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
! TlororoBaeno. \ [Tpoepeno: Pardeep Kumar /O nobpeno:Menemxep/Pykosoaur
| Ramakant f.\_;.‘“\(}‘ W) enb : Amit Kumar N\ B
1 [¥] o~ 1 b
l Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023
i JlaTa: JlaTa: ) Hara: _
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CERTIFICATE OF ANALYSIg WWW-erreacys.com

CEPTHOUKAT AHAJIA3A

Page3 of 6/ Crp.3 u3 6

Product: Ibuclin, ﬁim—coaied tablé:@:—;ﬂ)—ﬁ Eg—;— 325 mg
Hﬁvxmm@ Ta0ACTKH, MOKPBITHIC MICHOYHOH oGonouxoi, 400 mr + 325 mr

1Batch No / Cepust No : V2300643 _ 'Batch Quannty / Ofbem napTHu : 756. 880 K(}_ﬁ
Anaiytlcal Report No / AganaTHyeckuit oruer No : Date of Analysis / JaTa ananusa: 16.05.2023 |
1040001828062 _ ) o
Date of Manufacture / [aTa NPOK3BOACTBA : Apr-2023 | Date of Expiry / Cpox rognocty : Mar-2028

Analygg_performed according ND / Ananus nposeen no H: 1T N011252/01-300522 ' N |

| 4 'Disinteg;ation { (7 min /mu / 06 sec/MitH iNot more than 30 minutes /
PacnafacMocTs ‘He Gonee 30 muH

j_ S Dissolution / { a o }N-OE less t.hﬂ.rml' 70?/omw((“.?_) “CiHRO:

! PacTBOpeHite ' 7% to 102% {Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CuiHuOo
(uBynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNOa
99 % to 103% {Paracetamol) dissolved in 30 minutes /
‘He w™exee 70 % (Q) CsHoNO:
i

| (napaueramod) depes 30 Min i

(6 gli%}atedsubstances / * 4-aminophenol (paracetamol impurity) /
’ PopcTeenHbie npuMecH | 0.0002% 4-amitHoeHon (MpUMeEch Tapaleramona)
Method 1/ Metop 1 - ot more than 0.005% /

l ' e Gonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhobas  enuHu4HaZA
pHMECH (1byapodena i,
| 'napaitetamorna) - not more than 0.3% /
1 , i e 6onee 0,3 %

i

1

lMethod 2/ Meton 2 BDL (Disregard Area 7043)

Total impurities (Method 1+ Method 2) /
0.0002% Cymma npumeceil (Meton 1 + Meton 2) -
!not more than 0.7% / ue Bonee 0,7 %

' Remarks: The Product conforms to ND/ Opinion: APPROVED

Mpumeuanue: [Ipoaykr cootsercTByet TpeboBannam HI | 3akmotenue: OOBPEHO

Prepared by Checked by / Approved by: Maﬂageu’Executwe

Hoarorosneno. [Mposepeno: Pardeep Kumar /Onobpeno:Menemxep/PYKOBOIHT |

Ramakant \gu o _ ens : Amit Kumar T i
\J 1/ L e p |

Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.5023 !

Hata: - Hara: JHara: |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.ccm



q... Dr. Reddy's Laboratories | ¢d.
- k) @ ; .
Formutation Unit-6
Dr‘ Reddy S g Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND}A
Tel : +91 98166 56001-02

E ddys.
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CEPTUDPUKAT AHAJIA3A

Paged of 6/ Crp. 4 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauu®, Tabnerkn, NOKPLITHIE NIEHOUHOH 060104KOi, 400 mr + 325 mr

Batch No / Cepmf Ne : V2300643 Batch Quantity / O6sem nap"nm 756. 880 K(, [
Analytu:a! Report No / Ananurugecknii oTaer Ne : Date of Analysis / Hara ananuza: 16.05. 2023
1040001828062

'Date of Manufacturo / J_la'ra ﬂpomeoncma AP]—2023 Date of Expiry / Cpok roqMocTH : Mar-2028
| Analysis performed according o ND / AH2JH3 NpOBeJEH NO HI[ I NO011252/01- 30(}522

7  Water/ Bona ' 1.4 % Not more than 5.0% /
' _ HeBouee 5,0 %
g ]Umformlty of dosage l iAcceptance value (AV) should be not
units / 3.5 ‘more than 15.0/
iOaHOpOIHOCTE Toxazarens npuemneMocty (AV) nomken
JO3HPOBaHUA ‘ 6wITh He Bonee 15,0
- Ibuprofen /ubynpoden i
Acceptance value (AV) should be not
.more than 15.0/
i I. Paracetamol/ TTokazarens npuemnemocty (AV) fonxen
napaueramon 1.9 6biTh He Dosiee 15,0
&
Remarks: The Product conforms to ND/ o | Opinion: APPROVED 1
HOpameyanue: [Tponyxt cooreercrayer tpeGosannsam HJI | 3axmouenne: OJOSPEHO |
Prepared by Checked by/ Approved by: Manager/Executlve |
floaroTosacHL: f [Tposepeno: Pardeep Kumar /Onobpeno:Menelxep/PyKoBOIUT |
Ramuakant h;ub%g“ ol enb : Amit Kumar (\.ﬁ;",
| Reprint Date:16.05.2023 ‘ Ref;ririt Date: 16.05.2023 Reprint Date: 16.05.2023
' aTa: | Hata: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIs VWW.drreddys.com

CEPTUDHKAT AHAJIHU3A

PageS5o0f6/Crp. 5u3 6

jli?()_duct Ibuélin, film- coatgtnlutab!ets 40M0'mg~+'32.5 fng
HNoyxann®, Tabierkn, noKpbIT ble TIeHOYHOH ob6oao4Koii, 400 mr + 325 mr

Batch No / Cepust N : V2300643 ) o [I}_g_z_t_gh Quantity / O6nem naprup : 756. 880 80 KG __;
Analytical Report No / AnasuTHYeckuii oTaer No : }Date of Analysxs /',[[ara anammsa: 16.05.. 2023
040001828062

Date of Manufacture / lata nponsaogc-ma gpr—2023 ‘Date of Expiry / Cpox roasocry : Mar~2028 |

Analvs:s performed according ND / Ananms nposejen no I HJI [1N011252/01-300522 1
D “Microbial limits / l - T -
MuxkpoGionornueckas f ;
4HCTOTA t
a) Total aerobic ‘ Less than 10 CFU/g / {Not more than 1000 CFU/g /
microbial count / " Mewuee 10 KOE/r {He 6onee 1000 KOE/r
Obwee uncno
a3pobHBIX ]
' MUKPOOPraHHU3MOB
b) Total combined Not more than 100 CFU/g /
yeasts and mould count Less than 5 CFU/g / He Gonee 100 KOE/r i
|/ Obiuee yneno i Menee 5 KOE/r
! APOKIKEBBIX H i 1
| ]
; , f MIECHEeBLIX MPHOOB . i
! ‘
i ¢) E. coli iShall be absent in 1g / Orcyrcreue B
| Absent / OtcyTeryer ir
|
I | | | |
| |
Remarks: The Product conforms to ND/ T Opinion: APPROVED
Hpumeyanne: [Iponyxr cootserctayer TpeGosanmsam HII axmouenne: ONOBPEHO
Preparcd by Checked by / Approved by: Manager/Executive
I"iomuznn::mn i+ | Ilposepeno: Pardeep Kumar /O nobpeno:Menemxep/PykoBo it
Ramakant . forU ens : Amit Kumar . «.—
.'-‘- LA ?ﬂ( " = . s : " ~
: e 3 Jll
Reprint Date:16.05.2023 Reprint Date: 16.05.2023 Reprint Date: 16.05.2023 =
| Hlara: Hara: - ) ! Hara: - i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC0OD4507
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Product: I-I:;ilc}in film- coated"tablets, 400 mg +325 mg B

Dr. Reddy's Laborateries [,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIg WWW-.drreddys.com
CEPTUD®UKAT AHAJH3A

Page 6 of 6/ Cvp. 6 u3 6

HOy ki @, 1abaernin, HOKPLITHIC NUICHOYHOM 000/104K0#, 400 mr + 325 mr_

_Batch Ne / Cepusi Ne :

(}40001828062

Date of Manufacture / Jlara | upoumo;wrsd Apr-2023 IDate of | \pu\ / CpOk rOAHOCTH : ‘\'Iar—"()'?s o

V2300643
iAnalytical Report No / AraguTHyecknii oraer No -

Batch Quanutv / OO'bew napmu 756 880 hC

Analvm performed according ND / Aﬂanm nposemen mo HAI: 1T NO11252/01-300522

10 ﬂxssay /
Konuuecreensoe
onpenenexne

l 11 | Package / Vnaxoska

|
L

lDa’ce of Analym /] JMarta ananusa: 16.05. 2023

385.5 mg/ 385.5 mr

322.81 mg/ 322.81 mr

"~ 10 tablets in PVC/Al blister

1

Iblister and a patient information

leaflet in a carton. / Tlo

Tabnetok B [IBX/A]

10

Baretep. Io |

OaucTepy B mauKy KapTOHHYIO

BMECTE C HHCTPYKUIlelt
10 NPUMEHEHH.

E

360.0 to 4400 mg of Ci3H x01
{Ibuprofen) per tablet / |
Ot 360,0 mr no 440,0 mr CiH 0,
l(n6ynpc(beﬁ) B TadJeTxe

79'75 to 3575 mg of (CyHoNO-
|(Pa1 acetamol) per tablet / |
[Or 2925 Mr n0 357,5 mr CiHoNO..
((napaueramon) B TabneTke

10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet |
in a carton. / [1o 10 rabnerox B I'IBX/A],

6nnerep. fTo 1, 2 man 20 Gaucrepos B

nayKy KapTOHHYO BMECTe
HHCTPYKUHET 110 NPHMEHEH .

12 Labelmg/ Mapmpomxal According to ND / B COOTBETCTBHY C HI
At temperature not more than 25 °C, /
I1pu Temneparype He Bbiwe e 25 °C.

13 Storage conditions /
;X paHeHHE
'Tl Shelt Iife / Cpox
o .4 TORROCTY

5 years /5 ner

C

"Remarks: The Product conforms to ND/
Hpumeuanue: IponykT cooTBeTcTRYET TpeboBanmam HIT

Opinion: APPROVED 1

3axnwuenune: OJJOBPEHO

Prepared by
Mosrororieno: : §
' Ramukant j‘ ‘{1'- LA~

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBo T
enb : Amit Kumar

-
“n

Reprint Date: 16.05.2023
| Mara:

Reprint Date: 16.05.2023
I{aTa

Reprint Date: 16.05.2023
Hara:
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