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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Pagelof 5/ Crp. 1 135

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabnerkH, NOKPLITHIC ML1eHOYHO#H 060104KOii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400690

Batch Quantity / O6sem naprun : 712.75 Kg

040002506619

Analytical Report No / AHanuTHYeckHif oTueT No :

Date of Analysis / JlaTa anann3za: 29.04.2024

Date of Manufacture / JlaTa npoussozcrea : 04/2024

Date of Expiry / Cpok roguoctH : 03/2029

Analysis performed according ND / Auaans nposegen no HJI: [T N011252/01-160123

Ne  |Test/ Ioxazarean

Results/ Pe3ynbTaThl

Specification / Hopma

1 |Description/ Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancynoBHAHOH (OpMBbI, TOKpPBITHIE
NJeHO4YHOH 060n04Kol OpamxeBoro
LIBETa, C PUCKOH Ha OJHOW CTOpOHE;
Ha [IONEPEeHHOM paspese — SIApO
6enoro npeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TaGnerku
KancynoBuAHO!l  QOPMBI,  TIOKpBIThIE
[UIeHOYHOH  000JNoYKOE  OpaHKEeBOro
[BETa, C pUCKOHl Ha OXHOH CTOpOHE; Ha
TI0MEpPEYHOM paspese — AApo Genoro wiu
1o4TH 6eNoro LBeTa.

2 |Identification /
[TopmueROCTE

Complies as prescribed/
CoorsetcrByer

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) /

Bpemena yaepxcMBaHHST OCHOBHEIX IHKOB
Ha XpoMmaTtorpammMe HCITBITYEMOTO
pacTBopa  JOJDKHbBI ~ COOTBETCTBOBATH
BpeMeHaM  yIepXKMBaHHs [IHKOB  Ha
XpOMAaTorpaMMe pacTBOpa CTAHAAPTHBIX
obpastoB ubynpodeHa u napaueramona

IIpumcuannc: Ipoayxr cootBercTByCT TpeHoBanmsm 11]1

(paznen «KonuyecTBeHHOE
OTIPEETIEHHE)
3 |Average tablets weight 966.3 mg/ 966.3 Mr From 9409 mg to 9991 mg
CpenHsin Macca (970.0 mg +3.0 %) /
TabneTok Or 940,9 wmMr Jpmo 9991 MT
(970,0 Mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmoncunc: OJJIOBPEHO

Prepared by /
IToarorosneno: Santosh
Kumar Maurya @,;7\

Checked by /
ITpoeepeno: Pardeep Kumar

..

—

Approved by: Manager/Executive

/Onobpeno: Menemxep /
Pykosoautens Manoj Kumar @L_&Q

'Reprint Date:

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Jara: 29.04.2024

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: maii@drraddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT ATHAJTH3A

Page2of 5/CtTp.2 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moynua®, TabaerkH, NoKpbiThie NIeHoYHol 06010yKoit, 400 mr + 325 mr

Batch No / Cepus Ne : V2400690

Analytical Report No / AHaauTHyeckui oTyer No :

040002506619

Date of Analysis / Jlata ananuza: 29.04.2024

Date of Manufacture / JaTa nponssogctea : 04/2024

Date of Expiry / Cpok roasocts : 03/2029

Analysis performed according ND / Anaau3 uposegen mo HI: [1 N011252/01-160123

4 |Disintegration /
PacnapmaemocTs

06 min 06 sec / 06 mun 06 cex

Not more than 30 min /
He 6onee 30 Mus

5 |Dissolution /
Pactsopenue

97 % To 104 %

95 % to 101 %

Not less than 70% {(Q) of Ci;3H;30;
(Tbuprofen) after 30 min /

He wmewee 70 % (Q)
(ub6ynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

Ci3Hi50;

He wmenee 70 % (Q) CsHoNO;
(nmapaueramon) uepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

0.001%

PoncTBeHHbIE TPUMECH - not more than 0.005 % /

Method 1/ Metog 1 4-amuHoGbeHON (IPUMECH NapalleTaMoJla)
- He bonee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 0.04 % Jlwobas eAUHMYHAs [pUMECh
(ubynpodeHa unu mapaneramosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceit (Metox 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumcuanuc: [poaykr cooTBeTeTBYCT Tpcbonaiuam HJT

Opinion : APPROVED
Zaknwuenue: OJOQBPEHO

Prepared by /
[TogrorosneHo: Santosh

Kumar. Maurya
B

Checked by /
TTposepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/Omo6peno: Menenxep /

PykoBoauTens Manoj Kumar @(!ﬁa

Reprint Date:
Jata: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Reprint Date:
Hata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page3of 5/CrTp.3 w35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykann®, Tabs1eTKH, NOKPLITHIE IIIeHOYHOH 060/104K0, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400690

Batch Quantity / O6bem napruu : 712.75 Kg

Analytical Report No / Ananuruyeckuii oryer Ne:
040002506619

Date of Analysis / JlaTa ananu3za: 29.04.2024

Date of Manufacture / [lata npousgoacrea : 04/2024

Date of Expiry / Cpok rogsocru : 03/2029

Analysis performed according ND / Anains nposeaen no HJI: TTN011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTh Acceptance value (AV) should be not

DO3HPOBAHUS BY) more than 15.0 /

- Ibuprofen /ubynpoden IMokasatess npuemMaeMocti (AV) nomxen
OBITE He Honee 15,0

- Paracetamol/ 2.0 Acceptance value (AV) should be not

napaueTamMon more than 15.0 /
ITokazarens npueMneMocti (AV) noxkeH
65ITh He Honee 15,0

11 |Microbiological purity /

Mukpobuonorinyeckas

yrcToTa*

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

microbial count / He 6onee 1000 KOE/r

O0b1ee YUCIIO

aspobHBIX

MMKPOOPraHH3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucno

JIPOXOKEBDBIX U

TUIECHEBBIX IpHOOB

¢) E. coli NA Shall be absent in 1g / OtcyrcTBHE B

Ir

Remarks : The Product conforms to ND/
Mpumcuanuc: [Mpoaykr cooreereryct Tpebopanmsam HIT

Opinion : APPROVED
3amouenne: QOBPEHO

Prepared by /
Nonrororneno: Santosh
Kumar Maurya ’g&

Checked by /

[Tposepeno: Pardeep Kumar

i

Approved by: Manager/Executive
/OnobpeHo: McHenxep /

Pykosoautens Manoj Kumar M‘ﬁ“ﬁ

Reprint Date:

Iata: 29.04.2024

Reprint Date:

Hara: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLC0O04507
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Dr. Reddy's Laboratories Lty
Forrnulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATH3A Page 4 of 5/CTp. 4 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaua®, TabieTKH, NOKPLITHIE IIEHOYHOH 060/104KO0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400690

Batch Quantity / O6bem naprun : 712.75 Kg

040002506619

Analytical Report No / AnanurnyecKuii order Ne :

Date of Analysis / laTa anaan3sa: 29.04.2024

Date of Manufacture / Jlata npousBogcTaa : 04/2024

Date of Expiry / Cpok roauocry : 03/2029

Analysis performed according ND / Ananns nposegen mo HJI: T NO11252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. ITo 1

12 |Assay/ From 360.0 to 440.0 mg of C;3H;30;
KonunuecTseHHoe (Ibuprofen) per tablet /
onpeaesieHue 388.8 mg/388.8 Mr Ot 360,0 mr po 440,0 mr Ci;3H;0»
(ubynpoden) B Tabnerke
From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
324.56 mg/324.56 mr Ot 292,5 mr go 357,5 mr CsHoNO,
(napaueTamon) B TabJeTKe
13 | Package / YnakoBxka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B I[IBX/Al
6mucrep. Ilo 1, 2 unu 20 6nucTepos B

OnHcTepy B Na4Ky KapTOHHYIO

nauky

KapTOHHYIO

BMECTE C

BMECTe C  MHCTpYKUMEHd MO |HHCTPYKUHMEH Mo IMpHMEHEHH!O.
IPHMEHEHHUIO.
14 | Labeling / Mapxuposka| According to ND. / B coorserctsnu ¢ HJIL
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He pblule 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
[ONHOCTH

* 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. / IIpoBOAKTCS MPOH3BOAUTENEM IPH
BBIYCKE MEPUOHUYECKH: st KKIOH 20-08 cepiu WiM He MeHee 1 pasa B rofl. [TokasaTens MOXKET OBIThE
He BKJTIOUEH B CepTU(QHKAT aHaNH3a HHUPMBL

Remarks : The Product conforms to ND/
Ipameuanmne: Ipoayxr cootneTcTnyeT Tpebonanuam HJl

Opinion : APPROVED
Jaxamyenue: QJIORPEHQ

Prepared by /
MoaroTosneno: Santos
Kumar Maurya

Checked by /
IMposepeno: Pardeep Kumar

<

Approved by: Manager/Executive

/On06peHs: Menekep / P U_O
Pykosoaurens Manoj Kumar @/

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Jata: 29.04.2024

Reprint Date:
Iata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd .
Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A Page50f 5/Ctp. 5 35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxanu®, TabieTKH, OKPLITHIE IICHOYHO# 060104K0if, 400 mr + 325 mr

Batch No / Cepus Ne : V2400690 Batch Quantity / Oobem naprau : 712.75 Kg
Analytical Report No / AHasmtudecknii order Ne : Date of Analysis / Jlata ananusa: 29.04.2024
040002506619

Date of Manufacture / Jlata mpoussoacrga : 04/2024 Date of Expiry / Cpok roanocts : 03/2029

|Analysis performed according ND / Anasiuz nposenen no HJI: 1 N011252/01-160123

API name (INN) / el )
Hanmenosanne ADC (MHH): Ibuprofen / UGynpoder Paracetamol / ITapanetamon
API manufacturer batch number / PIBM230459 1163/23-24

Homep cepun nponspogntenst AQC:

FP Manufacturer API Batch number /
Homep cepun cyGeTaHumn FEQAO00659 FERA00084

nponspoaurtens ['JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,

API Manufactured by & country / Limited, India / Conapa Dxtus ®apwma | India / LlIpu Kpruixa
IIpoussoputeas ADC, ctpaHa: Caitencus Jinmuren, Unpus dapmacsrotukanc JIta., Muaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [TponykT cooTreTcTryeT TpeGopanuam HI | 3axadenwe: OJOBPEHO

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

[Tomroroneno: Santosh | Tlposepeno: Pardeep Kuinar /Onobpeno: Menenxep /

Kumar Maurya ﬁf_ I PykoBoautens Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 29.04.2024 Jara: 29.04.2024 JaTa: 29.04.2024
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