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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIH3A

Page 1 o{5/Cip. 1u35

' Product: Tbuclin, film-coated tablets, 400 mg + 325 mg . O
H6ykann®; rabnerrn, IOKPBITHIE NeHO4HOT 060a04Koi, 400 mr + 325 ™r’

' Batch No / Cepust No: V2300921 EBatch Ouantltv/‘ ObbeM napTii : 776 000 0D v s
| Analytical Report No / AHanuTHyeckuii oT4er Ne : Date of Analys1s / Kara ananuza: 25.05.2023 -
| 040001846799 I

Date of Manufaclure / Hara nnomsso,uusa Mav 2023 fDa‘re of Expiry / Cpm( FONHOCTH : Apr-2028 o f

"Analvsm performed according ND /A AHaHHS 3 mpoe/ied o HIT: TT NO1 1252/01 300522 o ]

.NE_ \Test / [Tokazatens _‘ﬁesulw Pesynb'ra'rm Specﬂ' cation / He HEPM& o 1
| 1 Description/ Onncane ‘Capsule-like orange-coloured film-| Capsule-like orange-coloured filin-coated
| coated one-side scored tablets; on one-side scored tablets;

| cross section - white core./ Tadnetku on cross section- white or off-white core. /,
KancynoBnaHoli QGopmel, nokpuitele TabneTkH  Kancylo0BHAHOMN hopMBL,
i f NNeHouHoH 000N04KOH OpaHKeBOro|IOKPLITEIE NJIEHOYHOH obonoykoii
LBeTd, ¢ PHCKOil HA OJHOIT CTOPOHE; OPaHKCBOrO LBCTA, C PHCKON Ha OAHOIN

Ha TOTICPeHHOM  paspesc — AAPO|CTOPOHE; Ha MONMEPEYHOM paspese — spo
; 0enoro uBeTa. 6enoro unu nouTH GeNoro LEeTa.
|
" 2 7 Identification / ! Coﬁ‘lplies as prescribed/ The retention times of the main pcaks on!
ITonnuuHOCTS CoorseTcrayer 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 ynepikiBaHA OCHOBHBIN MHKOB
HA  XpoMarorpamme HCTILITYEMOrO
pacTBOpa  JOMXHBlL  COOTBETCTBOBATH
’ BpEMCHAM  YNEPIKHBAHHS MHMKOE  HA
l 'XpOMATOrpAMME PAacTBOPA CTAHAAPTHBIX
! ' obpasuos ubynpodera u napaueramona
Ypaznen «Konuecrsennoe

L‘— : |OTIDEACICHHEY)

| Remarks: The Product conforms to ND/ Opinion: APPROVED w
Hpumevanne: poaykT cooTBeTCTBYET Tpebosanuam HJ | 3akmodenne: OHOBPEHO
Prepared by / J Checked by / Approved by: Manager/Executive / l
‘ Honro*roaneﬂo: (LT | Tlposepeno: Pardecp kumar OnoBpeno: Menemkep / Pyraso autens
{ Ramakant L™ { Manoj Kumar N
Reprint Date: Reprint Date: | Reprint Date: = ¥
Jla12:25.052023 | Mlara:25.05.2023 _ | JMera2sos2023 |
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOY Ran®, Tal1e TR, HOKPBIThIC nneHvIHOH 060a04 K0, 400 Mr + 325 mr
=Batch No / Cepnst Ne : V2300921

Dr. Reddy's Laboratories Ltg
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIiA
Tel : 491 98166 56001-02
WWW.dIreaays.coim

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of 5/Crp.2 m3 5

EBatch Quantlty/ O6bem naptud : 776,000 1\2

' Analytical Report No / Ananutuieciitii orier No :

040001846799

Date of Manufacture / Ilata HDOHEBOHC’E‘B& Mav—2023
' Analysis performed according ND / Ananus TIpoBe/IeH 1o H,LI IIN011252/01-300522

3  Average tablets weight
'Cpenusist macca
i'raﬁﬂemx

i
i

4 Disintegration /
PacnanaemocTs

3 ! Dissolution /
, Pacrsopenue

l’  9731mg/973.0mr

|

‘Date of Analysis / [lata ananusa: 25.05.2023 - |

Date of Explry/ Cpmc r(mHocm Apr—2028

f[ Remarks: The Product conforms to ND/
Ilpumevanne: [IpoaykT coorsercTByet Tpebopanusam Hl

o

1940.9 “mg  to 9.1 mg
(970.0 mg + 3%) /
Or 9409 wMr mo 9991 Mr
(970,0 wr £ 3 %) |
!
- e |
07 min 31 sec/ 07 mun 31 cek  |Not more than 30 minutes / i
He 6osee 30 mun |
98 %to 100 % Not less than 70% ( (Q CuHpiOl
(Ibuprofen) dissolved in 30 minutes /
He wMegee 70 % (Q) CiHis0;
| (nBynpoden) uepes 30 Mun
100 % to 102% i[Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
(He wmenee 70 % (Q) GCsHoNO»,

{{napaueramon) 4epe3s 30 mun

Opinion: APPROVED
3axmogenne: OJJOGPEHO

Prepared by/ yp
[ToarorosneHo: (\L L]
Ramakant '

i Reprint Date:
L] I[aTa 25.05.2 05.2023

Checked by /

IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopouimeis
Manoj Kumar o

'_Reprint Date:
; _L[ajra:%S.OS 2023

JHara:25.05.2023

Reprint Date:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJH3A

Page3 of 5/Crp.3 u3 5

lProduct Ibuclin, film-coated tablets, 400 mg + 325 mg . w o
iHﬁymqu Ta0/1€TKH, OKPLITLIE MIEHOYHOH 000104K0l, 400 Mi™+ 325 mr K

Batch No / Cepust Ne :'V2300921 ‘ fBatch Quantity / Oﬁ'beM _napriy : 776.000 Kg
alytlcal Report No / AnanuTH4eckuii oTyer Ne IDate of Analysis / Hara aganuza: 25.05.2023 - i
040001846799 ‘ i

Date of Manufacture / I[a'ra npomsomma May—2023 'Date of Explrv / Cpmc ro,unocm Apr—QUZS Cd
Analymﬂerformed according ND / AHamiz nposexen mo HI: 1T NOI 11252/01- -300522

{6 {Related substances / T 0.0004% - 4-aminophenol (paracetanioﬁmﬁixritjr)/ l
Poncreennsle npumecy 4-amuHO(pEHON (MpHMech napaueTamona)

{ ‘Method 1/ Meron 1 i- not more than 0.005% / !
i He bosee 0,005 % |

i

EMethod 2/ Meron 2 Below BDL (BDL= 7138) / Hinke | Any individual impurity (of ibuprofen or-§
; | mopora perucrpawiu (IIP=7138) paracetamol) / Jhiobas enpuMuHas
| l npHMech (udynpodcua 1y

inapaueramona) - not maore than 0.3% /
I e Gonee 0,3 %

|
' {Total impurities (Method 1+ Method 2) /

I 0.0004% Cymma npumecelt (Meton 1 + Meton 2) -
not more than 0.7% / ve 6onee 0,7 %
j
f— 9 [Water / Boza T 14y ' ‘Not more than 5.0% / 1
] _ - N iHeGo.ﬁeeSO%
10 {Uniformity of dosage )
‘units /
OnHopoaHOCTh 1.8 Acceptance value (AV) should be not
J03HPOBAHIS more than 15.0 /
- Ibuprofen /ubynpoden [Tokasarens npnemaemocti (AV) nomked
ObITh He Dolee 15,0 [
- Paracetamol/ 1.6 tAcceptance value (AV) should be not
napaueramon imore than 15.0 /
ITokasarens npremnemocti (AV) nomien
L [ ) o ObiTh He Gonee 15,0
f Remarks: The Product conforms to NI/ Opmmn APPROVED
| Hpumeuanne: ponykr cootetctsyer Tpebosanuam HIl | 3akmouenne: OJJOBPEHO
' Prepaxed by / ~ ; | Checked by/ Approved by: Manager/Executwe/ i
[loprotosiieno: | iﬂ;-il i1~ Tlposepeno: Pardeep Kumar Omobpeno: Menemxkep / Pyvroso ;menb
Ramakant A i Manoj Kumar I
Reprint Date: Reprint Date: Reprint Date: S
| Mara:25.05.2023 | Mata:25.05.2023 | Jlara:25.05.2023 B
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3 9 Formulation Unit-6
D!‘. Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA,
Tel : +91 98166 56001-02
www.drredcys.com
CERTIFICATE OF ANALYSIS
CEPTHUPHKAT AHAJIU3A -
Paged of 5/ Crp. 4 u3 5

| Product: Ibuclin, film-coated tablets, 400 mg + 325 mg ; T
f Hﬁvxaun@ Ta0aéTrH, OKPBITEIC LIEHOYHO 060.104K0iH, 400 M+ 325 ML S

Batch No / CepusiNe : V2300921 o Batch Quanuty/ 06_';5:1\4_ na;p'gm_ 776.000 Kg
Analytlcai Report No/"Ahanutadeckuii oryer Ne : .Date of Analysis / Jlara andlivsa: 25.05.2023 1

Anafysm performed accordzng ND/ AHHJ‘!HS NPOBEJIEH 110 HI{ [IN011252/01- -300522

040001846799 _
Date of Manufacture / ] / Mata npoussozcTea : Mav-2023 Date of E Expiry / Cpok rogHocT# : Apr—2028 E

M "IMbiéﬁi}Eitﬁ' i T 7
MukpoGuonoruueckas

YHCTOTA ;
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /

; microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r |
{ OBuwee ancno ! l
i aspobHbIX l §
|

MHUKPOOPraHH3MOB \
{

‘yeasts and mould count Menee 5 KOE/T He 6onee 100 KOE/r
l i/ Obuee yncio |

{ APOHIKEBBIX U ‘

|
b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g / l
| MecHeBBIX rpubos | :

l'c} E. coli Absent in Ig/ Otcyrcreyer s Ir - Shall be absent in 1g / OrcyrcTaue B
I : ir
12 [Assay/ T 3036mg/3936Mr 3600 to 4400 mg of CuliO;
P Komuiuecreennoe '(Ibuprofen) per tablet/
onpejeneHue Or 360,0 mMr no 440,0 mr Ci;HisO.'!
! ; !(ﬁﬁynpod)eﬂ) 8 TabneTke i
[ 330.09 mg / 330.09 mr 2925 to 3575 mg of CsHeNOs,
- (Paracetamol) per tablet /
01 292,5 Mr mo 357,5 mr CiHoNO;
L i L o (napaueTamon)BTaESneTKe o
Remarks: The Product conforms to ND/ | Opinion: APPROVED ﬂ

Ipumeuannc: [Ipo/IyKT COOTBETCTBYET TpeBOBAHMSIM HJ[ | 3axarodenune: OJOBPEHO
Prepared by / P . | Checked by/ Apploved by: Manager/Executive /
IHoxarorornexo: ME{ U _ | Iposepeno: Pardeep Kumar Onobpero: Menemxep / Py VKOBOINTLIB

Ramakant - - Manoj Kumar S0
Reprint Date: Reprint Date: Reprint Date:
Jara:25.05.2023 | Mara:25.05.2023 | HaTa:25.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Dr.Reddy’s Qf-‘
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T2l 401 92945 S50NT N
VWV LOITRLL, L.C2 0
CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page Sof S/ Crp. 5 us 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg '
Hoykanu®, TaGnerku, mokpeIToie TLIEH0'HOH 060104 Kol, 400 Mr + 325 My~ * * - _J
Batch No / Cepus No : V2300921. . . Batch Quantity / Ob6sem napran : 776.000 Kg
Analytical Report No /A Hanuthieckii order Ne: ’Date of Analysis 7 [lata anasnuza; 25052023
G_40001_S_f}_§799 L o | N 3 ;
| Date of Manufacture / Jara nponseojcrsa May-2023  Date of Expiry / Cpoxk roaoctn : Apr-2028
IAna_lﬁiﬂs performed according ND / Ananis i'téose,ﬂEH no HII: 1 N_OIL252.’O£:360522_: - ___:,, B . —‘

10 tablets in PVC/AI blister. 1 10 tablets in PVC/AT blister. 1. 2 or 70
i blister and a patient information blisters and a patient information leaflet

’ | leaflet in a carton. / Ilo 10 |in a carton. / [lo 10 Tabretok m HBX/AII
' ‘tabnerox B [IBX/Al Gamcrep. Mo 1 |Gawnerep. [lo 1, 2 wu 20 bnucrepos B

i OmicTepy B mauky KapTOHHYXO |mauxy KapTOHHYIO BMECTe c

BMECTE ¢ mHCTpYKuHEH  no  'wmeTpykudeit no nprmenenino.

. MPIMEHEHHIO. ) |

F_M t | Labeling / Mapkuposka' According to ND. / B cootserctaun ¢ HIL. ' !

13 Package/ Ynakoska

15 ' Storage conditions / At temperature not more than 25 °C. /
X_paHeHue __Hpu TeMmepaTvpe He Baiwe 25 °C. . L B ‘l

‘16 | SheifTife / Cpox ri years /S ner o
{ FOAHOCTI | i

I Ibuprofen / H6ynpoden ‘ Paracetamol / MMapauetamon !

| API name (INN)/

_ Hanvenopanue A®C (MHH): | b

- API manufacturer batch number / | 1201/23/A-0541 | 1598/22.23
Homep cepun mpoussogureist AGC: T ] o
FP Manufacturer API Batch number / | i a
Homep cepun cy6eranuun ! FEQA00073 ' FEQAO00166

_mpowssomurens [JI®: i S . o _

“ , IOL Chemicals and Pharmaceuticals 1 Sri Krishna Pharmaceuticals

API Manufactured by & country / . Limited, India / HOJI Kemukanc suy | Ltd., India / Ipn Kpuika

IlpoussoanTens ADC, crpana: | ®apmackloTHKaNC Jita., Unana | Dapmachiomikanc Jrn., '
Hunusa

— T e

| Remarks: The Product conforms to ND/ | Opinion: APPROVED
Mpumeyanue: [TponykT coorseTcTByet Tpedosanuam HII | 3axmouenue: OJOGPEHO

| Prepared by / ) Checked by / Approved by: Manager/Executive / i
N |
Hoprorosneno: [, (it | posepeno: Pardeep Kumar Onobpeno: Menemxkep / Py KOBOHTEND |
Ramakant U _ o Manoj Kumar Ol
| Reprint Date: Reprint Date: Reprint Date: "

Hata:25.05.2023 | Mara:25.05.2023

,[[a‘ra:?S.OS.ZQE?;_ -

|
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