Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1 0f 6/ Crp.1 u36

T’_roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, TabaeTkH, NOKPbIThIE INIEHOYHOH 060104K0ii, 400 mr + 325 mr

"Batch No / Cepust Ne : V2400256

Batch Quantity / O6bem napruu : 766.843 Kg

040002444597

Analvtical Report No / Ananurnuecknii oruer No :

Date of Analysis / laTa anamm3a: 11.03.2024

Date of Manufacture / Jata npou3Boactsa : 02/2024

Date of Expiry / Cpok rogHocty : 01/2029

Analysis performed according ND / Auanus npoBegen no HJI[: TI N011252/01-160123

No Test / Ilokaszarean

Results/ PesynbTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KaICyJOBUIHON (POpMBbl, MOKpPBIThIE
NieHOUHOH 000J0UKOI OpaHKEeBOro
1[BET4, C PUCKOH Ha OJHOH CTOPOHE;
Ha IIOMEepeYyHOM paspese — SAPO
Oenoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KamncyaoBuHON  (GOPMEBI,  TOKPBLITBIE
MIeHOYHOW  00ONOUKOH  OpamKeBOro
LBET4, C PUCKOI Ha OXHOH CTOpOHE; Ha
HOIEPEYHOM pazpese — sApo Oenoro uiu
10YTH 6EJIOro UBETA.

2 |Identification /
IoanuHHOCTH

Complies as prescribed/
CoOoTBETCTBYET

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 ynepXuBaHHs! OCHOBHBIX [IMKOB
Ha XpoMmarorpamme UCTOBITYEMOTO
pacTBopa  JOJKHBl ~ COOTBETCTBOBATh
BpeMeHaM  YAepXHBaHMS IHMKOB Ha
XpoMatorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa ¥ mapaueramosna
(paznen «KonnuectBeHHOE
OIpeneNeHUEN)

3 |Average tablets weight
Cpenusst macca
TabeTox

972.0 mg/972.0 mr

From 9409 mg to 9991 mg
(970.0 mg £+ 3.0 %) /

Or 9409 wmr 1o 999, Mr
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuyanue: [Iponykt coorsercTByeT Tpebopanusam HJJ

Opinion : APPROVED
3akmoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotoeneno: Ankit /ﬁ [IpoBepeno: Rama Kant OnobpeHo: MeHeﬂmep@)Bonmenb

A - .w.'u.d/‘ Abhishek Chauhan B)
Reprint Date:. - Reprint Date: ‘ Reprint Date: )
Hara: 11.03.2024 Hara: .11.03.2024 Jlata: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

N6y xana®, Ta61eTKH, NOKPHITHIE NMJIeHOYHOIi 060/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400256 Batch Quantity / O6bem napthu : 766.843 Kg
Analytical Report Ne / Apannrudecknii oryer No : Date of Analysis / JlaTa anamuza: 11.03.2024
040002444597

Date of Manufacture / laTa npon3soacTsa : 02/2024  |Date of Expiry / Cpok roanocru : 01/2029

Analysis performed according ND / Ananu3s nposenes nmo HJI: TIN011252/01-160123

99 % to 101 %

4 |Disintegration / 06 min 03 sec/ 06 mun 03 cex  |Not more than 30 min /
Pacnagaemocth He 6onee 30 MuH

5 |Dissolution / 99% To 100 % Not less than 70% (Q) of Ci;sHi50,
PaCTBOpeHl/Ie (Ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHis02
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CgHoNO:
(Paracetamol) after 30 min /

He MCHECEC 70 % (Q) CsHoNO>
(napaneramon) uepes 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBercTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3akmwoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroeneHo: Ankit IIpoBepeno: a Kant Omo6peno: Menemkap / PykoBogurens

N _ u,!_'r Abhishek Chauhan _A
Reprint Date:. L~ | Reprint Date: ~ | = Reprint Date: "
Jara: 11.03.2024 Hara: .11.03.2024 Hara: 11.03.2024
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CEPTUOHUKAT AHAJIM3A
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Product: Ibuclin, film-¢

oated tablets, 400 mg + 325 mg

M6ykauH®, Ta6aeTKH, NOKPBIThIe IIeHOYHOH 06004K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400256

Batch Quantity / O6bem napruu : 766.843 Kg

Analytical Repeort No/ A
040002444597

HaIuTHYeckHii oTueT No ¢

Date of Analysis / /lata ananu3za: 11.03.2024

Date of Manufacture / lata npousBojcTsa : 02/2024

Date of Expiry / Cpox rogsoctu : 01/2029

Analysis performed according ND / Ananu3 nposegsen mo HJ/I: 1 N011252/01-160123

Method 1/ Meton 1

6 |Related substances / :
PoncreenHble mpuMecn 0.0001%

Method 2 / MeTon 2 0.03%

0.03%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amMuHodeHoN (MpuMech napaeraMmona)
- "He Honee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas SAUHUYHAS NPUMECH
(ubynpodeHa unM napaueramona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npumeceit (Meton 1 + Meton 2)
- He 6oee 0,7 %

9 |Water/Bona

1.5%

Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBaHusAM HJI

Opinion : APPROVED
3akmouenue: ONJOBPEHO

Prepared by /

IMoarorosneHo: Anij? ITposepeHno: ?Tﬁ:{aﬂt
] I i\

Checked by /

W

Approved by: Mapager/Executive/
Ono6peno: Menezhkep / Pygosoaurensb
Abhishek Chauh. Y

Hata: 11.03.2024

Reprint Date:. [~ Reprint Date: *

Jara: .11.03.2024

Reprint Date:
Hara: 11.03.2024
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Offic

vewsadrreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, Tab1eTKH, NOKPbIThIE ILIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400256

Batch Quantity / O6bem mapThu : 766.843 Kg

Analyti

cal Report No / Ananuruueckuii oruer No :
040002444597

Date of Analysis / laTa ananuza: 11.03. 2024

Date of Manufacture / JIata npoussoactsa : 02/2024

Date of Expiry / Cpox rognoctu : 01/2029

Analysis performed according ND / Anasm3 nposeaen mo HJI: TTN011252/01-160123

c¢) E. coli

10 |Uniformity of dosage

units /

OaHOpoAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.2 more than 15.0 /

- Ibuproten /ubynpocen llokazarens npueMsieMocT (AV) A0MKeH
ObBITH He Oonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napauneramorn more than 15.0 /
ITokazatens npuemnemocty (AV) noyxeH
ObITh He bosnee 15,0

11 |Microbiological purity /

Miukpoburonoruieckas

gucroTa* NA

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

microbial count / He 6onee 1000 KOE/r

O01uee yucio

a3pobOHbIX

MHKPOOPTraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee unucno

JIPOXOKEBBIX U

NJIECHEBBIX TpuboB NA

Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByeT Tpeboanusm HJI

Opinion : APPROVED
3aknwdyenune: OJOBPEHO

Prepared by /
[ToaroroBieHo: Ankit /A

Checked by /

IIposepeHo: R@

)

L

ma Kan

Approved by: Manager/Executive/
Opnob6peHo: Menemxep / Pykosoautens
Abhishek Chauhan )

Reprint Date:.
Hata: 11.03.2024

L~

Reprint Date:

Hara: .11.03.2024

Reprint Date:
Hara: 11.03.2024

fegistered Office: 8-2-337

fiaf; 441

P T

L RO 3
HIfmow oy,

31404S00
19LAP]

e, 3, Banjara Hills, Hyderabad - 500024, Telangana, india
j 00, Ernail: maili@direddys.com

ApLeoudst/

e drrzddys.cam




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel: +61 98166 56001-02
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CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| A6ykamn®, Ta01€TKH, NOKPBITHIE IJIEHOYHOH 000/104K0i, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400256 Batch Quantity / O6bem naprun : 766.843 Kg
Analytical Report No / Anannrudyecknii oryer Ne : Date of Analysis/ lata anaanza: 11.03.2024
040002444597
Date of Manufacture / lata npousBoxacrsa : 02/2024  |Date of Expiry / Cpok rogaocts : 01/2029
Analysis performed according ND / Ananus nposenen mo H/I: IT N011252/01-160123
12 |Assay/ 400.3 mg / 400.3 Mr From 360.0 to 440.0 mg of C;3H;s0,
KonuuecteeHHOE (Ibuprofen) per tablet /
onpeleNieHue Or 360,0 mr go 440,0 mr CiHiO;
(ubynpoden) B Tabnetke
323.73 mg/ 323.73 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CgHoNO,
(nmapauetamon) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / [lo 10 |in a carton. / Ilo 10 Ttabnerok B [IBX/Al
tabnerok B [IBX/Al 6auctep. [lo 1  |6anctep. Mo 1, 2 wmm 20 6nucrepoB B
bnucTepy B MayKy KapTOHHYHO |Mayky KapTOHHYIO BMECTe c
BMECTE C  HHCTPYKUMEH MO |HHCTpyKUHMeH IO IPUMEHEHHUIO.
IPUMEHEHHIO.
14 | Labeling / MapxupoBka| According to ND. / B cooterctBun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne I1pu Temnepatype He Boinie 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
rOIHOCTH

* 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 Mpou3BoAUTENEM TIPH
BBIIYCKE TEPHOANYECKH: Al Kkaol 20-oif cepun win He MeHee 1 pasa B rof. Iloka3arens MoxeT ObITh
He BKIIFOYEH B CepTH(UKAT aHANH3a GUPMEI

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykr cootBercTByeT Tpebobanusm HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: Ankit IIpoeepeno: Rama Kant Ono6peHo: Menemkgp / PykoBoaurens

/f{ - vt Abhishek Chauhan \
Reprint Date:. L~ Reprint Date: \ Reprint Date: N !
Hara: 11.03.2024 Jarta: .11.03.2024 Hata: 11.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tols 491 40 G200 2900, Fax: +21 40 4900 2989, Email: mail@drreddys.com

185AP1G84AFPLCO0AS0T
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxkaun®, Tab1eTKH, MOKPBIThIE JIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2400256

Batch Quantity / O6nem napruu : 766.843 Kg

040002444597

Analytical Report Ne¢ / Ananurnueckuii oryer Ne :

Date of Analysis/ Jlata ananuza: 11.03.2024

Date of Manufacture / /lata npousgoacTBa : 02/2024

Date of Expiry / Cpox rognoctu : 01/2029

Analysis performed according ND / Ananu3 nposexen mo HJI: I1 N011252/01-160123

API name (INN) /
Haumenopauue AOC (MHH):

Ibuprofen / M6ynpoden

Paracetamol / Iapauetamon

API manufacturer batch number /
Homep cepnn npon3BoguTeist
ADC:

PIBM230456

4593/23-24

FP Manufacturer API Batch
number /

Homep cepuu cy0cTaHIUMH
npousBoauTes [JID:

FEQA00656

FERA00002

API Manufactured by & country /
IIponssoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma Caitencus Jlumuren,
Huaus

Sri Krishna Pharmaceuticals Ltd.,
India / 1lipu Kpuiuna
Qapmacsrotukance Jita., Muoua

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cootBercTByeT TpeboBanusam HJI | 3akmouenne: OJOBPEHO

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

[Toarotosneno: Ankit [IpoBepeHo: Kant OnobpeHo: MeHeﬂ}KM BOJIHTENE
/A- _/ ﬁ::f@\d: Abhishek Chauhan X

Reprint Date:. L~ |ReprintDate: © | ~ Reprint Date: '

Jara: 11.03.2024 JHara: .11.03.2024 Jata: 11.03.2024

Roristered Gifice: 8-2-227, Road No, 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tl +01 40 4900 2000, Faxe +81 40 4900 2899, Emait: mail@drreddys.com
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