Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page10f6/Ctp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykauH®, Ta6JeTKH, MOKPBITHIE IIEHO4HOI 060g04K0#, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400234 Batch Quantity / O6bem naptun : 765.3Kg
Analytical Report No / AnaauTu4yecknii otder Ne : Date of Analysis / lata ananuza: 04.03.2024
040002439078
Date of Manufacture / Jlata npoussoactsa : 02/2024  [Date of Expiry / Cpok rognocts : 01/2029
Analysis performed according ND / AHajiu3 npoBejieH o HJI: [1N011252/01-160123
No  |Test / Iloka3zaTesb Results/ PesyabTaThl 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../  Ta6nertku|core at the cross-section. / Tabnerkn
KancyJOBHAHON (GOPMBI, MOKPBITHIE|KANCYNOBUAHOH  (OPMBI,  TOKPBITHIE
IJIEHOYHO 060J104KOH OpaHkKEBOro|IUIEHOYHOH  000J0YKOM  OpaHXeBOro
1IBETA, C PUCKOW HA OJHON CTOPOHE;|LBETa, C PUCKOW Ha OHOH CTOpPOHE; Ha
Ha [OMEPEYHOM paspe3e — sAPO|MONEPEYHOM pa3pese — sApo Oesoro uim
Oeroro npera. noyty Genoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlonnuuaHOCTH 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) /
BpeMeHa yaep)KHBaHHSI OCHOBHBIX MTHKOB
Ha XpoMarorpamme HCIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBAaTh
BpEMEHaM  YJACpXKUBaHUS IHKOB  Ha
XpoOMaTorpaMme pacTBOpa CTaHIApTHBIX
obpasuoB ubynpodeHa M mapareramona
(paznen «KonuuecTBeHHOE
OIpeseNieHHE))
3 |Average tablets weight 968.8 mg / 968.8 mMr From 9409 mg to 9991 mg
Cpennss Macca (970.0 mg £+ 3.0 %) /
TabneToK Or 940,99 w™Mr po 999.1 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [IpoaykT cooteTcTByeT Tpebosanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TonroroBneHo; W [TpoBepeHo: Rama Ono6peno: Menemxep / PykoBgantens
Ankit u,uﬁ?)ﬁ Manoj Kumar 1“; i:&é .
Reprint Date:. Reprint Date: _ Reprint Date:
JHara: 04.03.2024 Hata: .04.03.2024 Jara: 04.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykaun®, Tabrerku, nOKpLITHIE IEHOYHOM o0os04keii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400234

Batch Quantity / O6bem naprun : 765.3Kg

040002439078

Analytical Report No / Auanutuyeckuii otuer Ne :

Date of Analysis / JaTta ananusa: 04.03.2024

Date of Manufacture / Jata nponssoacrsa : 02/2024

Date of Expiry / Cpox roanocrn : 01/2029

Analysis performed according ND / Anaaus nposegen no HJI; I1 N011252/01-160123

4 Disintegration /
Pacriamaemocts

07 min 08 sec/ 07 muH 08 cek

[Not more than 30 min /
He 6omee 30 mun

5 |Dissolution /
PacrBopenue

96% To 99 %

98 % to 101 %

Not less than 70% (Q) of Ci3H;30;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpodeHn) yepes 30 Mun

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaneramon) depes 30 MuH

Ci3Hi50,

CsHoNO,

Remarks : The Product conforms to ND/
Hpumeuanne: [TpoayKT cootseTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axaouyenue: OJOGPEHO

Hata: 04.03.2024

Nata: .04.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarororneHo: % [ [TpoBepeno: Rama Kant Onobpeno: Menemxkep / Pykosgaures
Ankit Aund Manoj Kumar @%ﬁl
Reprint Date:. Reprint Date: |~ Reprint Date:

Jara: 04.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabieTkH, HOKPBITHIE IUIEHOYHOIT 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400234

Batch Quantity / O6sem naprum : 765.3Kg

040002439078

Analytical Report No / Anajauruuecknii oryer Ne ;

Date of Analysis / /Iata ananunza: 04.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rognocrn : 01/2029

Analysis performed according ND / Anaans nposeaen no HI: [T N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol  (paracetamol impurity)

Poncteennsie npumecu - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodenon (npuMech napaueramona)
- He 6onee 0,005 %

Method 2 / Metopn 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobasn €IUHUYHas IPUMECDH
(ubynpodena umM napaueramosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceit (Meroa 1 + Meroz 2)
- He bonee 0,7 %
9 |Water/ Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpameyanne: [Tpoaykr COOTBETCTBYET TpeboBanusm HJ[

Opinion : APPROVED
3axarouenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive/

Hara: 04.03.2024

Jata: .04.03.2024

IToarorosneno: /j/ [Tposepeno: Rama Kant Onobpeno: Menemxep / PykoBoguurens
Ankit st T Manoj Kumar w
Reprint Date:. Reprint Date: '~ Reprint Date:

Hara: 04.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, rabiaerku, HOKPLITHIE I1EHOYHO oboao04koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400234

Batch Quantity / O6bem napTun : 765.3Kg

040002439078

Analytical Report No / Auaiaurnyeckuii oryer No :

Date of Analysis / laTta ananusa: 04.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roanocru : 01/2029

Analysis performed according ND / Anasins nposeges no HA: IIN011252/01-160123

10 |Uniformity of dosage

units /

OnnoponHoCTh Acceptance value (AV) should be not

JI03UpOBaHHs 2.0 more than 15.0 /

- Ibuprofen /u6ynpoden [Tokazatens npuemiiemoctd (AV) nomken
ObITh He Oornee 15,0

- Paracetamol/ 1.9 Acceptance value (AV) should be not

napauneramort more than 15.0 /
[Tokazarens npuemiemoctd (AV) nosmken
ObITh He Gosiee 15,0

11 |Microbiological purity /

Mukpobuonoruueckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

Obuiee uncio

a3pOOHBIX

MHKpPOOPIaHH3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obluee yucio

JIPOAOKEBBIX H

MJIECHEBBIX TPHOOB NA

Ipameuanue: [TpofykT cooTBeTcTRYET TpeboBanusam HJT

¢) E. coli Shall be absent in lg / OrcyrctBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmodenue: OJTOGPEHO

Prepared by /
IMoarotosnieHo: fb'

Checked by /

Approved by: Manager/kExecutive/

Hata: 04.03.2024

Hara: .04.03.2024

IIpoBepeno: Rama Kant Onobpeno: Menemkep / PykoBoAuTENb
Ankit a(j' o Manoj Kumar &M
Reprint Date:. Reprint Date: -~ Reprint Date:

Hara: 04.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykanH®, Ta0JeTKH, IOKPBITHIE NJIEHOYHOH 000104K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400234 Batch Quantity / O6bem naptiu : 765.3Kg
Analytical Report No / Ananutuyeckuii oT4yer No : Date of Analysis / lata anaansa: 04.03.2024
040002439078
Date of Manufacture / lata npousBoactsa : 02/2024  |Date of Expiry / Cpok roguoctu : 01/2029
Analysis performed according ND / Anann3 nposegen mo HJI: II1 N011252/01-160123
12 |Assay/ 398.1 mg/398.1 mr From 360.0 to 440.0 mg of C;3H;50;
KonuuecTreHHOE (Ibuprofen) per tablet /
ornpejesieHe Ot 360,0 mMr mo 440,0 mMr C;3Hi0;
(ubynpoden) B TabiaeTke
320.56 mg / 320.56 mMr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mMr go 357,5 mr CgHoNO,
(napageramou) B TabneTke
13 | Package / YmakoBka 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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6nucrep. Mo 1, 2 wnu 20 6auctepos B
Onucrepy B Tauky KapTOHHYK |IIayKy KapTOHHYIO BMeECTe c
BMECTE C  UHCTPYKHHEH 1O |MHCTPYKLUEH MO NPUMEHEHHUIO.
NPUMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B cooretctuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu Temnepatype He BbIie 25 °C.
16 | Shelf life / Cpoxk S years / 5 net
TOJIHOCTH

* 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. / [IpOBOAUTCS MPOM3BOAUTENEM TIPH
BBLIITYCKE IMEPHOAMYECKHU: Ul Kaxaoi 20-oii cepun unu He meHee 1 pasza B roj. [TokazaTens MoXeT OBITh
HE BKJIIOYEH B CEPTH(UKAT aHAIH3a QUPMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpebOBaHUAM H]I

Opinion : APPROVED
3axmroyenue: OJJOBPEHO

Hara: 04.03.2024

Hara: .04.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: ﬁ’ IIposepeHo: Rampa t Onobpeno: Menekep / PykoBogurens
Ankit aﬁu t Manoj Kumar ,]’,M
Reprint Date:. Reprint Date: - Reprint Date: T

Jata: 04.03.2024

Registered Oifice; §-2-22
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabieTku, NOKPLITHIE IIeHOYHOM 060a04xoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400234

Batch Quantity / O6nem mapram : 765.3Kg

040002439078

Analytical Report No / AHanuTHyeckuii oTuer Ne :

Date of Analysis / JaTta ananusza: 04.03.2024

Date of Manufacture / lata npou3ssoacrsa : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Anasus nposesen no HJI: 1 N011252/01-160123

API name (INN) /

Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npoussoaures PIBM230456 0994/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00656 FEQA00651

Howmep cepuu cyGeTanuuu
npouspoauTeasa I'JID:

API Manufactured by & country /
ITponssoputens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
®apma Caitencus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpurisa
®apmacerotukasc JItn., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: IponykT coorsercTsyeT Tpebosanmsm HJ] | 3akmouenue: OJOBPEHO

Prepared by / Checked by / Appraved hy: Manager/Fxecutive/
[Toarotosneno: /A/ Ipoeepeno: Rama Kan Onob6peHo: Menemkep / PykoBoiTens
Ankit %.ﬂ,& Manoj Kumar @,ﬁj‘
Reprint Date:. Reprint Date: =~ ‘=" Reprint Date:

Hara: 04.03.2024 Hara: .04.03.2024 Hata: 04.03.2024




