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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykcauu®, TabaeTkH, OKPLIThHIe NeH04Hoil 060/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2302636

Batch Quantity / O6bem napriu : 766.95 K.

Analytical Report No / AnamuTr4yecknii oTyer No :
040002386566

Date of Analysis / lata anaausa: 15.01.2024

Date of Manufacture / JlaTa npomsogcrea : 12/2023

Date of Expiry / Cpok rogaocrs : 11/2028

Analysis performed accnrdin_g ND / Ananusz nposeaen no HJI: [1N011252/01-160123

TIpumeuanne: [TpogyKT COOTBETCTBYET TDCGO%H}MM HI

3aximouenue: OJJOBPEHO

Ne  |Test/Ilokazarenn Results/ Pe3yabTaTsl Specification / Hopma
1 |Description/ Onucanue |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. / Tabnerkn
KancynoBuaHoH (OpMbl, IOKDbITHIE|KANCYNOBUAHOH  (QOPMBI,  IMOKDBITHE
NJIEHOUYHO 060JI0UKOM OpaHXKEBOro |MIeHOYHOH  000JI0UKOH  OPaH>KEBOro
11BETa, C PUCKOH Ha OJJHOH CTOpOHE;|1BETa, C PHCKOM Ha OJHOH CTOPOHE; Ha
Ha NONEpedHOM paspese — SApO|momepedHOM paspese — sApoO Genoro wi
6enoro LBeTa. mouTH 6€J0ro LBETA. :
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTH CoO0TBETCTBYET 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 yaepKMBaHHS OCHOBHBIX ITHKOB
Ha  XpoMaTorpamMe HCTIBITYEMOTO
pacTBopa  HOMXKHBI  COOTBETCTBOBATH
BpeMEeHaM  YIepXHBaHWs [HKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasios HbynpodeHa H MapaueTamona
(pasazen «KonnuecTBeHHOE
ONIPEAETICHUEY)
3 |Average tablets weight 968.5 mg/ 968.5 mr From 9409 mg to 9991 mg
Cpennss macca (970.0 mg £ 3.0 %) /
TabIETOK Or 9409 wMr go 999,11 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to NI/ Opinion : APPROVED

Jara: 15.01.2024

' Jata: 15.01.2024

‘Prepared by / Checked by / (] Approved by: Manager/Executive/
IMoaroToeneHo: }T [IpoBepeno: Pravesh Rana Ono6peno: Menemxep / PyKoBoguTens
Shivani . ' Manoj Kumar hj, &! E‘Eﬁ
Reprint Date:. Reprint Date: Reprint Date:

JTata: 15.01.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabieTkn, IOKPhLIThIE IIIEH0YHOI 060/104K0il, 400 Mr + 325 Mr

Batch No / Cepust No : V2302636

Batch Quantity / O6sem naprun : 766.95 Kg

040002386566

Analytical Report No / AranuTnueckuii oTaer No : Date of Analysis / JlaTa anannsa: 15.01.2024

Date of Manufacture / JlaTa npon3BoacTea : 12/2023  [Date of Expiry / Cpox rognocty ; 11/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: TTNO1 1252/01-160123

4 Disintegration /

08 min 13 sec/ 08 mun 13 cek  |Not more than 30 min /

PacnanaemocTh He 6onee 30 MuH
5 |Dissolution / 99% To 103 % Not less than 70% (Q) of Cj3H,;50;
PactBopenue (Tbuprofen) after 30 min /

He wmewee 70 % (Q) Ci3H;j;50;
(ubynpoden) uepes 30 MUH -
99 % to 102 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CgHoNO;
(napaueramon) depes 30 MUH

Remarks : The Product conforms to ND/ . Opinion : APPROVED
Hpumeuanue: Ilpoaykr cOOTBETCTBYET Tpe6osg-msm HXI

3axkmouenne: OJIOBPEHO

Prepared by / Checkedby/ ¢ 'Approved by: Manager/Executive/
IToaroToByeHO: Arr [Tpoeepeno: Pravesh Rana Onobpeno: Menemxep / PyKoBOHTEb
Shivani , Manoj Kumar ,»,\_;f @:z
Reprint Date:. Reprint Date: Reprint Date: '

Hata: 15.01.2024 Hara: 15.01.2024 - Jara: 15.01.2024




Dr. Reddy's Laboratories Ui

®o X , gl
3 ’ o Forinulaticn Unit-o
Dr. Reddy S q_.. Vili. Khei, Nalagarh Road, Baidgi,
Distt. Solan, KPR, 173 205, Dia
Tel ;91 Y8166 5E001-G2
CERTIFICATE OF ANALYSIS  wwwvderaddys.com

CEPTHOUKAT AHAJIA3A

Page30of 6/Crp. 3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaua®, TabIeTKH, NOKPLITHIE MIEHOYHOI 060a0%K0i, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2302636 Batch Quantity / O6vem naprin : 766.95 K
Analytical Report No / Anannrrdeckuii oTder Ne : Date of Analysis / laTa ananusa: 15.01.2024
040002386566

Date of Manufacture / Jlata npon3ssojcrsa : 12/2023 | Date of Expiry / Cpoxk roamoery : 11/2028

Analysis performed according ND / Ananus nposesen no HJI: ITNO1 1252/01-160123

6 |Related substances / 3 4-aminophenol (paracetamol  impurity)
PozcTBEHHbIE IPUMECH 0.0004% - not more than 0.005 % /

Method 1/ Meron 1 4-amunotenosn (MpUMeCk Napaleramorna)
- "e Gonee 0,005 %

Method 2 / Metog 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eUHUYHasA pHMeECh
(ubynpodeHa MIM nNapaneTamona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Meton 2)
- e 6onee 0,7 %

9 |Water/Bopa 1.3% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipuveaanne: [IponyKT cootseTcTBYeT Tpebdsanmsam HII | 3axumouenne: OJOBPEHO
Prepared by/ T Checked by / / Approved by: Manager/Executive/
IToaroToBneHo: IIpoeepeHo: Pravesh Rana OnobpeHo: Menemxep / P)moga- Tenk
Shivani Manoj Kumar I ij!
Reprint Date:. Reprint Date: Reprint Date:
Jata: 15.01.2024 Jata: 15.01.2024 Hara: 15.01.2024
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Product: Ibuelin, film-coated tablets, 400 mg + 325 mg
HOyrana®, TabNeTky, NOKPLITEIE LIeH0THOH 060/I04KO#H, 400 mr + 325 mMr

Batch No / Cepust Ne : V2302636

Batch Quantity / O6bem naprun : 766.95 Kg

040002386566

Analytical Report No / AnanuTiuecknii oTuer N :

Date of Analysis / laTa ananusa: 15.01.2024

Date of Manufacture / Jlara nponssogersa : 12/2023

Date of Expiry / Cpok roanocry : 11/2028

Analysis performed according ND / Auanus nposenen mo HJL: I[IN011252/01-160123

10 |Uniformity of dosage

units /

OIHOPOIHOCTH Acceptance value (AV) should be not

JIO3MPOBaHUS 1.1 more than 15.0 /

- Ibuprofen /nbynpoden [Tokazatens npuemieMocTd (AV) posnkeH
65ITh HE Gonee 15,0

- Paracetamol/ 1.1 |Acceptance value (AV) should be not

napaneTamos more than 15.0 /
[TokazaTenb HpHeMIEMOCTH (AV) HOmKeH
65ITH He Gonee 15,0

11 |[Microbiological purity /

Mukpobuoornueckas

yycToTa*

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

microbial count / He Gonee 1000 KOE/r

O6ee 4ucino

aspoOHBIX

MHKPOOPraH13MOB

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

yeasts and mould count NA He Gonee 100 KOE/r

/ Obiee uucno

JPONOKEBBIX H

JIECHEBEBIX TPHOOR

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

lr

'Remarks : The Product conforms to ND/

IIpumeuanne: [IpoayKT COOTBETCTBYET Tpeﬁognmm HJ1

Opinion : APPROVED
3akmouenune: OTOBPEHO

Prepared by / Checkedby/ ¢~ Approved by: Manager/Executive/
[ToaroTosneHo: A'I/ [TporepeHo: Pravesh Rana Opnobpero: Mesemkep / Pykosoauzens
Shivani Manoj Kumar K. el
Reprint Date:. Reprint Date: Reprint Date: g
Hara: 15.01.2024 HNata: 15.01.2024 - Hara: 15.01.2024
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CEPTUOHKAT AHAJTH3A
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Produét: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6ykanu®, Tabaerkn, NOKPhITHIE IIEHOIHO#H 0601049K0iH, 400 Mr + 325 mr

Bateh No / Cepus Ne : V2302636

Batch Quantity / O6sem naptuu : 766.95 Kg

040002386566

Analytical Report No / AHanuTH4ecKHi oT4er Ne : Date of

Analysis / laTa ananusa: 15.01.2024

Date of Manufacture / lata npoussogcrea : 12/2023 | Date of

Expiry / Cpox ropnocts : 11/2028

Analysis performed according ND / AnaJu3 nposeen no HJI: 1T N011252/01-160123

12 |Assay/
KonnuecTBeHHOE
olpesieNeHne

398.3 mg/398.3mMr

329.78 mg/329.78 mMr

From 360.0 to 4400 mg of C;Hyu0Os
(Tbuprofen) per tablet/

Or 360,0 mr go 440,0 mr CiHisO,
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CiHsNO:
(Paracetamol) per tablet /

Or 292,5 mr po 357,5 mr CgHoNO;
(mapaueramon) s Tabnerke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnetok B [IBX/Al 6nuctep. Ilo 1
onucTepy B MNa4yky KapTOHHYO
BMECTE €  HHCTpyKUMe# 1o
IIPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B ITBX/Al
6auctep. o 1, 2 unu 20 6IMUMCTEpoB B
nayky KapTOHHYIO BMECTE (>
UHCTPYKIIHEH MO MPUMEHEHHIO.

14 | Labeling / Mapxuposka

According to ND. / B coorsercrrn ¢ HJI,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue [pu Temnepatype He Beiie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
TOIHOCTH

* 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. / [IpoBOAWTCS NPOU3BOAUTENEM I1PH
BBIILYCKE TICPUOAHYECKH: I Kax /04 20-0# cepun UM He MeHee 1 pasa B rof. TlokazaTens MOXET OBITH
He BKJIIOYEH B CepTHHUKAT aHaIH3a (GUPMBI

Remarks : The Product conforms to ND/ :
IIpumedanue: [IpoayKT cOOTBETCTBYET TpCGOQHHHM HJT

Opinion : APPROVED
3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: )5T’ [Tporepeno: Pravesh Rana Opobpeno: Menemkep / Pykopoaugeib
Shivani | Manoj Kumar G:n:a ;ﬁ”‘? )
Reprint Date:. Reprint Date: Reprint Date:

Hara: 15.01.2024 Jlata: 15.01.2024 Jara: 15.01.2024
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CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yranu®, TabaeTiu, NOKPHITHIC NUieHo4Hoii 060.104K0i, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2302636

Batch Quantity / O6uem mapruu : 766.95 K

040002386566

Analytical Report No / AHanuTHyecKui oTuer Ne :

Date of Analysis / Jlata ananusa: 15.01.2024

Date of Manufacture / Jlara npousBoacTsa : 12/2023

| Date of Expiry / Cpox rognocry : 11/2028

Analysis performed according ND / Anann3 nposeaen no HJL: I1 N011252/01-160123

APT name (INN) /
HaumenoBanue APC (MIIII):

Ibuprofen / U6ynpoden

Paracetamol / [TapauetamMon

API manufacturer batch number /
Homep cepnH NPOR3BOAUTENN
ADC:

PIBM230386

0925/23-24

FP Manufacturer API Batch
number /

HomMep cepuu cyOcTapmuu
npoussoanTtens ['JID:

FEQA00538

FEQA00600

API Manufactured by & country /
IIpoussoaurens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caltencus Jlumuren,
Hupns

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuina
®apmacstotukanc JIta., Uunus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: IIpoayKT COOTBETCTRYET meﬁo@mxm HJ1 | 3axmwovenne: OJIOBPEHO

Prepared by / Checked by /- @ Approved by: Manager/Executive/
IToaroToBneHo: }T” [Mposepeno: Pravesh Rana Onobpeno: Menemxep / Pykgsogutens
Shivani Manoj Kumar gﬁgi
Reprint Date:. Reprint Date: Reprint Date: -

Hara: 15.01.2024 Jara: 15.01.2024 - Jara: 15.01.2024




