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040001905820

Product : Ibuclm film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabreTkH, NOKPHITHIC MLIeHOYHOlH 060.10%K0ii, 400 Mr + 325 Mr
Batch No / (.epua Ne : V2301076

Analytical Report No / AHaJIHTHYECKHA oT4eT Ne:

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND14&
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUOHKAT AHAJIM3A
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Batch Quantity / O6bem naprun : 715.5 Kg
Date of Analysis / Jlata anaanza: 19.06.2023

Date of Manufacture / Jlata npousBojcrsa : May.2023

| Date of Expiry / Cpok roanocru : Apr.2028 |

Analvsls pcrformed according ND / Anain3 npoBejicH no H)I [1NO011252/01-160123

Test / [TorazaTelb

Results/ Puvm, TaThl

Specification / IIOpMa

Ne
1 |Descnption/ Onucasue

2 |Identification /
TToaMHHOCTD

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku |
KancyaoBUOHOW (OpMbI, NOKPLITHIE
TUIeHOYHOH 0GOoNoYKOo OpaHXEBOro
1BeTa, ¢ pUCKkol Ha ONHOW CTOPOHE;
Ha [OOMEPEYHOM paspe3e — SApo
6cnoro iBeTAa.

Orange film-coated, capsule-shaped, one-
lSlde scored tablets; white or oft-white

core at the cross-section. / Tabnerku
kancynosuaHod  GoOpMel,  MOKpbITHIC
NJeHo4YHOo  06O0MOMKOH  OpaH>XeBoro

LBETa, C PUCKOH Ha OAHOIl CTOpOHE; Ha
TMOTEPEYHOM paspese — Aapo Genoro unu
noytu Senoro ysera.

1 Complies as prescribed/

CooTBeTcTBYET

The retention times of the main peaks on
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 ynepkHBaHUs OCHOBHBIX TIUKOB

Ha XpoMaTorpamme HCITBITYEMOIQ
pacTBopa JOJIXKHBEI COOTBETCTBOBATE
BpeMEHaM YACPXUBaHHUs NMUKOB Ha

XpOMATOTpaMMe pacTBOpa CTaHAapTHBLIX
obpasuos ubynpodera H mapaueramona

(pazaen «KonuuecTBeHHOE
|onpenenexuen»)
3 |Average tablets weight 967.1mg/ 967.1mr From 9409 mg to 999.1 mg
Cpenusis Macca (970.0 mg + 3.0 %) /
ITabneTok Or 940,9 Mr  go 9991 M

(970,0 mr+ 3,0 %)
|

Remarks : The Product conforms to ND/
ITIpumeyanmue: [Mpoaykt cooTseTcTBYET Tpeboranuam HJI

Opinion : APPROVED
3axawoyenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive/

Hara:19.06.2023

IToarorosneHo: [poeepeno: Himesh Kumar Onobpenio: Menemkep /
Pardecp Kumar ’ = = L”/":‘ PykopojuTens ) Q

= . Manoj Kumar Uiyl
Reprint Date:. Reprint Date: Reprint Date:

JlaTa:19.06.2023

Hata:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L8S195AP1584PLCOVAS07
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P,, 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg:— 325 mg
HNoykauu®, TabJeTKH, NOKPLITEIE IIeHo4HO# 060104K0#H, 400 mr + 325mr

040001905820

Batch No / Cepust Ne : V2301076
Analyhcal Report No / AnaauTHueckuii oTveT Ne :

Batch Quantity /¢ Oﬁbem NAPTHN :

Date of Analysis / Jlara anaau3a:19.06.2023

715.5 Kg |

Date of Manufacture / laTa npou:soncma May.2023

Date of Expiry / Cpox roasocth : Apr.2028

Analysis performed according ND / AHanu3 npoBesen 1o H/: T1N011252/01-160123

4 |Disintegration /
| PacnagaemocTi

06 min 54 sec/ 06 MuH 54 cek

5 |Dissolution /
PactBopenne

97 % To 100%

99 % to 104%

Not more than 30 min/
He 6onee 30 MuH

Not less than 70% (Q) of C,3H;0;
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(n6ynpoden) yepes 30 MuH

Not less than 70% (Q) of CzHyNO;
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
{napaueramon) yepes 30 MuUH

Ci3Hi1s02

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: [lpoaykt coorBeTcTBYeT Tpebosanuam HJI

Opinion : APPROVED
3armouenne: OJJOBPEHO

Prepared by /
[ToproropacHo:
Pardeep Kumar

R

Checked by /

[Mpoeepeno: Himesh Kumar
o 2

et —_—
.

Approved by: Manager/Executive/
Ounobpeno: Menemxep / p
PykoBonuTens ' /

4 AR,
Manoj Kumar Yt

Reprint Date:.
Hata:19.06.2023

Reprint Date:
Harta:19.06.2023

Reprint Date:
HaTa:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltg.
Formulation Unit-6

vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHDHKAT AHAJHM3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabaeTiH, NOKPLITbIE NJIeHOUHOH 060104K0i, 400 Mr + 325 mr

040001905820

Batch No / Cepusa Ne : V2301076
Analytical Report No / AnanurHuaecknii oTuer Ne :

Batch Quantity / O6bem HapTHi :
Date of Analysis / Jlata anaan3a:19. 06.2023 |

715.5 I\u

6 |Related substances /

Date of I Manufacture / Mara npouspoacrsa : May.2023
Analysns performed according ND / Anasin3 npoBejieH no HJI: I NO1] 1252/01-160123

Date of Expiry / Cpok roanocTH : Apr.205_8:

|4-aminophenol (paracetemol i—rgpurf;y_)

PoacreenHbie npuMecH 0.0002% - not more than 0.005 % /

Method 1/ MeTox 1 4-aMuHogeHon (NpUMeCh apaUeTamMona)
- He 6onee 0,005 %
|

Method 2 / Metoa 2 0.03% ‘Any individual impurity (ibuprofen or
\paracetamol) - not more than 0.3 % //
Jlroban eHH1YHAA TIpPUMECH
(nbynpodena unm mapaueramosa) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
- ne 6onee 0,7 %
9 {Water/Bona 1.5% Not more than 5.0 % /
i i - He 6osee 5,0 %

Remarks : The Product conforms to ND/
Tlpumeuanne: [IpoayKT COOTBETCTBYET Tpebosaniam HII

Opinion : APPROVED
3axmouenne: OAOBPEHO

Prepared by /
IMogrororneno:
Pardeep Kumar(_;‘l’f

Checked by /
[Nposepeno: Himesh Kumar
C"

"

“J

Approved by: Manager/Executive/

Onobpeno: Menemxep /
PykxoBoauTelb M

Manoj Kumar

Reprint Date:.
Jara:19.06.2023

Reprint Date:
Jata:19.06.2023

Reprint Date:
Mara:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN; LBS185AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

‘. o

Y °® Formulation Unit-6

;DI‘. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOHKAT AHAIIBA
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[Product : Tbuclin, film-coated tablets, 400 mg + 325 mg
M6y kanu®, TabaeTkH, NOKPLIThIC MIeH04HOH 060.104K0i, 400 mr + 325 mr

'Batch No / Cepnﬂ Ne o V§301076 _____ ~__ |Batch Quantity / /Oﬁ],eM maprin : 715.5 l\;__
Analyncal Report No No / AsanuTHaeckui oryer No : Date of Analysis / JaTa ananuza:19. 06.2023
040001905820

Date of Manufacture / Jlara npos3sojcTsa ! May.2023 |Date of Expiry / Cpok rognocT : Apr.2028 |

’\ual\ sis per formed according ND / Ananus nposeien mo HJL: [TNO11 1252/01- 160123

" 10 |Uniformity of dosage : \

units /
OnHOpPOAHOCTS Acceptance value (AV) should be not
JIO3UPOBAHUA 14 more than 15.0 /
- Ibuprofen /ubynpoden TMokazatens npuemaeMocty (AV) nomkeH
' 6517 He 6ostee 15,0

|
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaLeTaMosn more than 15.0 /

[Toka3aTens, IpHEMAEMOCTH (AV) mJomxken

| |6ire He Gonee 15,0

11 |Microbiological purity / |
i

Mukpobuonornyeckas

yucToTa* .

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He Gonee 1000 KOE/r

Ob1wee upcno

a3pobHBIX

MHKpPOOPraHu3MOB

NA

b) Total combined Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee yucno

JPOXOKEBBIX U NA

[JIECHEBBIX FPHOOB

¢) E. coli Shall be absent in lg / OTcyTcTBHe B

1r _—
RemarKks : The Product conforms to ND/ Opinion : APPROVED
Tpumesanne: [IponykT cooTseTcTByeT TpeGosanism HJ[ | 3axatouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
HoaroToeneno: INposepeno: Himesh Kumar Ono6peno: Menemxep /
Pardeep Kumar J_f_ T = PyxoBoaurtens \\ { 0_0
—_— 2 Sy
Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:
Jarta:19.06.2023 Jara:19.06.2023 JaTta:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: LB5195AP1984PLCOVASL/
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formufation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHOHKAT AHAISZA

Product ; Ibﬁ_:?[i_n:t_‘llm coated tablets, 400 m—g+ 325n mg
U6yxanu®, TabaeTKH, NOKPLITHIC NICHOYHOH 000104KOi,

Page50f6/Crp. Su3 6

400 mrc + 325 mr

Batch No / Cepin Ne : V2301076

Batch Quanm} / Obbem napruu : 715.5 Kg

_;.____.

Analytical Report No / Ananurnyeckiii oruer Ne :
040001905820

Date of Analysis / JlaTa anannza:19. 06.2023

Date of Manufacture / Jlata npoussojcrsa : May.2023 |Date of Expiry / Cpok roasocts : Apr. 2028 |

\ndl\ sis performed according ND / Anamns nposeacu mo H: [TN011252/01-160123

| 1>

From 360.0 to 440.0 mg of C:3H 50,

blister and a patient information
leaflet in a carton. / Ilo 10
| tabnerok B IIBX/Al 6nncrep. 1o 1

12 |Assay/ 400.3 mg/400.3 Mr
[KOHH‘]CCTBBHI{OC (Touprofen) per tablet /
onpeneneﬂue OT 360,0 mMr mo 440,0 Mr Ci3H ;30
; [(n6ynpodeH) B Tabnerke
| 322.95 mg/ 322.95 mr From 292.5 to 357.5 mg of CzHoNO;
I |(Paracetamol) per tablet /
! Ot 292,5 mr jo 357,5 mr CquNOz

L i I( napaueTamon} B TabneTke
13 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

bhsters and a patient mformatlon leaflet
in a carton. / Ilo 10 rabnetox B IIBX/Al
6nuctep. ITo 1, 2 unn 20 6aucTepos B

OnUCTEpY B I1auKy KapTOHHYK |mauky KapTOHHYIO BMecTe c
BMECTE C  MHCTPYKUHeil 1O |HHCTpYKUHMEH IO NPUMEHEHHIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBercteun ¢ HII, -
15 | Storage conditions / At temperature not more than 25 °C./
XpaHerue Ilpu Temnepatype He Bbiue 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
| romHOCTH . e e e

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoguTCS NPOH3BOAHTENEM NpH
BBINYCKE NEPHOAHYECKH: [Us Kaxaol 20-0ff cepuy WM He meHee 1 pasa B roy. TTokasatess MOxeT GhITh

He BKIIOYEH B CepTUQHKAT aHann3a GUPMbL

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cootBeTcTBYeT Tpeboanuam HJI

Opinion : APPROVED
3akawodenue: OJJOBPEHO

Prepared by / Checked by /
INoarotoBneHo: Mpogepeiio: Himesh Kumar

Pardeep Kumar o

—
~J _

I
£

Approved by: Managet/Executive/
OnoGpeno: Menemxep /

PykoBoaHTeN: @&‘:d

Manoj Kumar

Reprint Date:
Hara:19.06.2023

Reprint Date:.
Jata:19.06.2023

Reprint Date:
Hara:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




G e
Dr.Reddy’s Q;.

Bateh No / Cepust Ne : V2301076

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHDOHKAT AHAJI3A
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Product : Ibuclin, film-coated tablets, 400 mE + 325 mg
MGy Kani®, TadaeTRy, NOKPLITHIE IICHOUHOHK oo

ouroii, 400 mr + 325 mr

040001905820

Analytical Report No / AHaanTH4eCKHii oTaer Ne:

Ba_tgh_Quag_lﬂy / Of6bem napTi : 715.5 Kg
Date of Analysis / Jlata anaan3a:19.06.2023

e e S0

Date of Manufacture / Jlara nposssoactsa : May.2023

Date of Expiry / Cpok roanoctu : Apr.2028 |

| Analysis performed according ND / Anann3 uposegen mo HL: 11 N011252/01-160123

"API name (INN) /

Hanmenoaiune A®C (MHH): Ibuprofen / U6ynpoden Paracetamol I{hl'lapaueralon
API manufacturer batch number / =
Homep ccpnM IPOU3IBOAHTEA PIBM230098 5042/22-23

ADC: o — o .

FP Manufacturcr AP1 Batch

Tulber FEQA00183 FEQA00168

Homep cepun cyScTanmun
nposssoniteas LI@:

API Mapufactured by & country /
ITpousBoautenn ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
dapma Caitencns Jlumuren,
Wnaus

| Sri Krishna Pharmaceuticals Ltd., |
India / Illpn Kprmna
dapmacptotuxanc JITa., Anaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

3axmouenne: OJJOBPEHO

Approved by: Manager/Executive/
Onobpeno: Menemiep /

Mpumeuanne: [1poJlyKT COOTBETCTBYET rpedosanuam HIL
Prepared by / Checked by /
[Moarorosneno: [Tposepeno: Himesh Kumar

Pardeep Kumar QL/ P \_\r — | PyxoBoauTeie wup
Manoj Kumar ' "
Reprint Date:. Reprint Date: Reprint Date:

Mata:19.06.2023

HMara:19.06.2023 Jara:19.06.2023
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