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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page10f6/Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabJ1eTKH, NOKPLITHIE IIEHOYHOH 060/104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400375

Batch Quantity / O6bem naptuu : 760.4 K¢

Analytical Report No / AHAJIMTHYeCKHH 0TYeT N¢ :
040002456214

LY

Date of Analysis / JaTa anaausa: 26.05.2024

Date of Manufacture / laTa npousBoactsa : 02/2024

Date of Expiry / Cpok rognocts : 01/2029

Analysis performed according ND / Ananus nposesen mo HJI: [1 N011252/01-160123

Ne  |Test/ Iloka3satesb Results/ Pe3yJbTaThl Specification / Hopma
1 |Description/ Onucanne |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./  Tabnerku|core at the cross-section. / Tabnerku
KAICYJIOBUIHOH (OPMBI, MOKPHITHIC|KATICYIOBUIHOH  (QOPMBI,  ITOKPBITHIE
IJIEHOYHOM 000JI0YKOH OpaHXEeBOTO|MIEHOUYHOH  OOONIOUKOH  OpaHKeBOro
L[BETA, C PUCKOM Ha OJHOM CTOpOHE;|L[BeTa, C PUCKOH Ha OJHOH CTOpPOHE; Ha
Ha TIOTEPEYHOM pa3pe3e — sApO|HoNepedHoM paspese — gApo Oesoro wiu
6enoro 1Bera. no4TH Oeoro 1Bera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MommMHHOCTE CooTBeTCTBYET 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 ynep)XHMBaHHs OCHOBHBIX IHKOB
Ha Xpomarorpamme UCTIBITYEMOTO
pacTBopa  JIOJDKHBEI  COOTBETCTBOBATh
BpeMeHaMm  yAepXWUBaHMsS [HMKOB Ha
XpOMATOrpaMMe pacTBOpa CTaHAAPTHAIX
obpasuop ubynpodeHa u napaueraMmosa
(paznen «KonnyecTBeHHOE
onpeaeneHue»)
3 |Average tablets weight 977.8 mg/977.8 mr From 9409 mg to 9991 mg
CpenHss macca (970.0 mg + 3.0 %) /
TabJIeToK Or 9409 wMr g0  999,1 MI

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
Hpumeranue: [pouykt coorseicioyer 1pebusaumsim HJT

Opinion : APPROVED
Inkmotenine: OIORPFHO

Prepared by /
[Toagrorosneno: Ankit A

[IpoBepeno: Rama Kant
~ /

Checked by /

i

Approved by: Manager/Executive/
Onobpeno: Menemiep / Pykopoanrens
Abhishek Chauhan i

Reprint Date:.
Hara: 26.03.2024

1=

\ -

Reprint Date:
Hara: 26.03.2024

Reprint Date:
Hara; 26.03.2024

Ragistared Oflice:

Tel +23404

2-2-337, Road No. 2, Banjara Hills, Hyderabad

CiML LE5195AP1024PLCO04507
wanwLdrreddys.com

- 500034, Telangang, inaia
900 2900, Fax: <51 40 4860 2409, Email: mail@drreddys.com
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Di. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Kho!, ialagarh Road, Baddi,

Dizit. Scian, H.P, 172 205, INDIA

Teb: +91 83166 56001-02
v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page2 of 6/ Cp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UG6yKIuH®, Ta61eTKH, NIOKPBIThIE IEHOYHOH 060.,104K0#H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400375

Batch Quantity / O6bem naprau : 760.4 Kg

040002456214

Analytical Report No / AHasmTH4YeCKHH oTueT N :

Date of Analysis / /laTa ananu3za: 26.03.2024

Date of Manufacture / IaTta npoussoactea : 02/2024

Date of Expiry / Cpok rogHocTn

: 01/2029

Analysis performed according ND / Anasiu3 nposenen mo H/{: 1T N011252/01-160123

Hpumeyanue: [Tpoaykt coorBeTcTBYST TpeGoBanuam 111

4 |Disintegration / 06 min 27 sec/ 06 mun 27 cek  |Not more than 30 min /
Pacnapaemocthb He 6onee 30 Mun
5 |Dissolution / 98% To 99 % Not less than 70% (Q) of CisHis0,
PacTBOpeHHe (Ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHisO;
(ubynpoden) uepes 30 MuH
101 % to 104 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED

3amouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[Toaroroeneno: Ankit ﬂ\\ /FLpOBepeHo Ra OpobpeHno: MBHC,B,}K / PyKOB JAUTENb
4 E ,;Ewa Abhishek Chauhan (K

Reprint Date:. Reprint Date: Reprint Date:

JHata: 26.03.2024 Harta: 26.03.2024 Hata: 26.03.2024

Repistered Officers

} \/Juvl ad - 500024,

Telangana, India

Tel: #8140 4¢

Read No 2, Banjara Hi!lg

126, Email:
‘L ]O 1507
s drreddys.com

mail@drreddys.com



&
Dr.Reddy’s €3¢

Dy Reddy's Laboratories Lid.

-b
Road, Baddi

56001-02

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

P 172005 |F
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Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabJeTKH, NOKPLITHIE I1eHO4HOH 060/1049K0H, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2400375 Batch Quantity / O6wem napruu : 760.4 Kg
Analytical Report No / AHanHTHYeCKHH oT4eT N2 : Date of Analysis / JlaTa ananamn3a: 26.03.2024
040002456214
Date of Manufacture / Jlata npoussoacrsa : 02/2024  |Date of Expiry / Cpok rognocrts : 01/2029
Analysis performed according ND / Anasiu3s nposenen mo HJI: [1N011252/01-160123
6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoncTBeHHbIE MpUMecH 0.0002% - not more than 0.005 % /
Method 1 / Metog 1 4-amuHodeHon (MpuMech napaneramorna)
- e 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas €IUHUYHAs NPUMECDH
(ubynpodena umu mnapatleTamona) - He
6oxee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meroa 1 + Metog 2)
- e bonee 0,7 %
9 |Water/Boga 1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBannam 11]1

Opinion : APPROVED
Bamonenue: OJOLPEHO

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

[Togroroeneno: Ankit //b( [IposepeHo: a Kant OnobpeHo: Mcuemx@ BOAWTENH
/L~ s Abhishek Chauhan ‘= T

Reprint Date:. i Reprint Date: g Reprint Date: '

Hata: 26.03.2024 Jlara: 26.03.2024 JHata: 26.03.2024

Road M
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Dr. Reddy's Laboratories itd.
Formulation Unit-6

Viil. Kho!, Nalagarh Road, Baddj,
Distt, Soian, K.P., 172 205, INDIA

Tot:

91 93166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTkn, NOKPHITHIE INIEHOYHOH 000104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400375

Analytical Report No / AHaiHTH4ECKHA OTYET
040002456214

Ne ;

Batch Quantity / O6bem naprtun : 760.4 Kg
Date of Analysis / Jata 2

aHaJ/in3a; 26.03

~r

0Z4

Date of Manufacture / /laTa npoussoacrsa : 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Auann3s nposeaen mo HJI: I1 N011252/01-160123

c) E. coli

1r

10 |Uniformity of dosage

units /

OnHopogHOCTh Acceptance value (AV) should be not

JO3UPOBaHUS 1.5 more than 15.0 /

- Ibuprofen /ubynpoden IToxasarens npuemiaeMoctd (AV) nomken
OBITE He Hosiee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

rnapaneTamon more than 15.0 /
IToxaszarens npuemnemoct (AV) gosxeH
6bITh He Gonee 15,0

11 |Microbiological purity /

Muxkpobuonoruueckas

qucToTa* NA

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

microbial count / He 6onee 1000 KOE/r

O611ee yucno

aspobHBIX

MHUKPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uiee uucno

I POOKEBBIX U

IJIECHEBBIX I'puboB NA

Shall be absent in lg / OrcyrcTBHE B

Remarks : The Product conforms to ND/
IIpumevanue: [poaykr cootBeTcTBYET TReGoBAHMAM HJT

Opinion : APPROVED

3akmoyenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive/

Tel; +01

40 49006 2900, Fax

CIN:

L a0 4200 2999, Emnzil:

ISAPLSSAPLCNCASG7

v drracdvs com
WO AT e 0

maii@drreddys,com

[ToaroroBneHo: Ankit /‘\ _{ATpoBepeno: Rama Kant OpnobpeHo: Menemikep / Pykopoaurens
L Abhishek Chauhan -
Reprint Date:. Reprint Date: \ Reprint Date:
Hata: 26.03.2024 Hata: 26.03.2024 Hara: 26.03.2024
Pagisterad Office: 8-2-327, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangang, India




Qe
Dr.Reddy’s ‘;

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P.,, 173 205, INDIA
Tei: +91 23166 56001-02
www.drreddys.coim

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIN3A

PageSof 6/ Crp. Su3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykaHH®, Tab/leTKH, NOKPLIThIE MJIEHOYHOH 0601049K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400375

Batch Quantity / O6bem maptuu : 760.4 Kg

Analytical Report No /
040002456214

HAJAHTHIECKHM o14eT1 NO ; Date of

N mnn

Analysis / JIata anaansa: 26.03.2024
y

Date of Manufacture / lata npoussoacrsa : 02/2024  |Date of

Expiry / Cpok roanocru : 01/2029

Analysis performed according ND / Anayus nposeaen mo HJI: TT N011252/01-160123

12 |Assay/
Komnuvectsennoe
onpejeeHue

395.8 mg/395.8 mr

328.54 mg/328.54
Mr

From 360.0 to 440.0 mg of C;3H;30,
(Ibuprofen) per tablet /

Or 360,0 mr pmo 440,0 mr C;3H;50;
(nbynpoden) B TabneTke

From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /

Or 292,5 Mr mo 357,5 Mr CgHoNO,
(napaiieramon) B TabyieTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6mucrep. ITo 1
6aMcTepy B mavykKy KapTOHHYIO
BMECTE C  HHCTPYKUHEH 1O
IpHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 tabnetox B [IBX/Al
6mucrep. [lo 1, 2 unm 20 GaucTepoB B
navky KapTOHHYIO BMECTE c
HUHCTPYKIMEH 10 MPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBercTBun ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune IIpu Temnepatype He Boiie 25 °C.
16 | Shelf life / Cpok 5 years /5 mer
T'OAHOCTH

* 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. / [IpoBoANTCS NIpOM3BOAMTENEM TIPH
BBIMTYCKE MEpPUOUYecky: A1l Kaxaoh 20-oi cepun HiaM He meHee 1 pasa B roj. ITokaszaTens MOXET GBITH
HE BKJIFOUYEH B CepTUUKAT aHau3a GUpMBI

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cootBercTByeT TpeGoBanusm HJT

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by /

IMoarorosneHo: Ankit { f\ IIpoeepeno: Rama Kan

Checked by /

4 -

Approved by: Manage#/Executive/
Onobpeno: Menemxkep yxoadﬁm'renb

Abhishek Chauhan

Reprint Date:.
Hara: 26.03.2024

L~ | Reprint Date: v~ \
Hara: 26.03.2024

Reprint Date:
Hara: 26.03.2024

Registerad Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 44500 2900, Fax. +91 401900 2999, Email

CIN: LS5195AP1984FPLCO045G7
wwiwv.driaddys.com

mail@dneddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND!A
Tet: +91 68166 56001-02
www.drreddys.com

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKH, NOKPBITHIE JIEHOYHO¥ 060a04Kk0ii, 400 mr + 325 mr

Batch No / Cepna Ne : V2400375

Batch Quantity / O6bem mapTuu : 760.4

g

040002456214

Analytical Report No / AdajquTndecknii oruer Ne :

Date of Analysis / Jlata anaaunza: 26.03.2

K
024

Date of Manufacture / lata npousBoactsa : 02/2024

Date of Expiry / Cpox rogunoctu : 01/2029

Analysis performed according ND / Anasnu3 npoeenen no HJI: T1 N011252/01-160123

API name (INN) /
HaumenoBanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [lapaueramon

API manufacturer batch number /
Homep cepun mpou3BoguTeIs
ADC:

PIBM230457

4594/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyGerannuu
npoussoanTeasa I'JID:

FEQA00657

FERA00003

API Manufactured by & country /
IIpousBomurtens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Caliencuz Jlumuren,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / LLipu Kpuinna
®apmacetotukaic JIta., Uunus

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykT cooTReTCTRYET TREOORAHUAM H]T

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 26.03.2024

Hara: 26.03.2024

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

[ToarotoBneHo: Ankit/( \ LlpoeepeHo: Rama antr Onobpeno: Menemxep Pyﬁosdﬁun‘enb
/ L Abhishek Chauhan -

Reprint Date:. . Reprint Date:  ~ \<~ Reprint Date: ]

Hara: 26.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangane, india
fel: +91 40 4500 2900, Fax: +61 40 4900 2999, Email: mail@drraddys.com

CIiN: LB5195AP1984PLCO04507
vowwdireddys oot




