Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJTN3A

Page 10f6/Crp. 113 6

E":oduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6y kann®, TableTki, NOKPLIThIE IIEHOYHOM obonoukoii, 400 Mr + 325 mr

Batch No / Cepua Ne : V2302288 Batch Quantity / O6wem napriu : 766.1 K
Aunalytical Report No / Ananuruyeckuii orger No : Date of Analysis / JlaTa aHanu3a: 15.12.2023
040002326057

Date of Manufacture / Jlata upon3ssoacrsa : 11/2023  |Date of Expiry / Cpok roasoctH : 10/2028

Analysis performed according ND / Anann3s nposeaen mo HJI[: [1N011252/01-160123

Nt | Test/ lloxazaTens Results/ Pe3yabTaTsl Specification / Hopma

1 |Description/ Onncanne |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../  TaGnerku|core at the cross-section. / TaBierku
KancynoBUAHOH (OPMBI, MOKPBITHIE(KaNCyNOBHAHON  QOpMBL,  MOKpHITHIE
MIEHOYHOH 060JIOYKOH OpamXeBOro|mieHowHOH  0000uKoll  OpaHkeBroro
IBETa, ¢ PHCKOH Ha ONHOM CTOPOHE;|UBeTa, € PHCKOH HA OfHON CTOpOHe; Ha

Ha T[OMNEPeYHOM pa3pe3e — sSJPO|MONepedHoM pazpese — sipo Denoro iy

6enoro uBera. noyru Oenoro uBeTAa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToxnuuHOCTE 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) /

Bpemena yiepxiBanus OCHOBHBLIX [THKOB
HA  XpOMaTorpamme  HCHBITYEMOro
pacTBopa  JIODKHBL  COOTBETCTBOBATH
BpEMEHAM YAEPIKHBAHHA MHKOB Ha
XpOMaTorpaMMe pacTBOpa CTAHHAPTHBIX
obpazuoB ubynpodera w mnapaieramosia

(pasnen «Konngecreennoe
__ OMpeeNeHien)
3 |Average tablets weight 970.7 mg/ 970.7 mr From 9409 mg to 999.1 mg
CpexnHss macca (970.0 mg +3.0 %) /
TabreTok Or 9409 wmr go 999,1 MI
(970,0 mr =+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumesanne: [poaykr coorsercrayer Tpebosaunsm HJI | 3akmouenue: OHJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Iloarorosneno: ﬁ Ilpoeepeno: Rama Kant Opobpeno: Menemxep / PykoBoauTeb
Ankit ~ &J\ @ Amit Kumar (\#3‘?:;
Reprint Date:. Reprint Date: - | Reprint Date:
Jara: 15.12.2023 Hara: 15.12.2023 Hata: 15.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg 5
Hoykmun®, TabaeTkn, MOKPLITHIE IIEHOYHOoMH 0601049K0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2302288 Batch Quantity / O6nem naprhu : 766.1 Kg

Analytical Report No / Anamuruyieckuii oryer No : Date of Analysis / JlaTa ananm3a: 15.12.2023 I
040002326057 '

Date of Manufacture / lata npousBoacrea : 11/2023  [Date of Expiry / Cpok roguocts : 10/2028 ‘

Analysis performed according ND / Anaju3 nposepen no HJI: [TN011252/01-160123

4 |Disintegration / 08 min 31 sec/ 08 mun 31 cex  |Not more than 30 min /
Pacnianaemocrs 1He 6oree 30 My
5 Dissolution / 97 % To 102 % Not less than 70% (Q) of CI3H|802
Pac’rBopeHHe (Ibuprofen) after 30 min /

He wmenee 70 % (Q) Ci3Hj0;
(ubynpoden) yepes 30 MUH

98 % to 103 % Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(napaueramon) uepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpameuanne: ITponykr coorsercTayer Tpebosanuam HJ | 3axmoyeune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoeneHo: IIposepeno: Rara Kant OnobpeHo: Menemxep / Pykoroaurens

Ankit @ ; o ,__I\ Amit Kumar [\ AT :
| TR S

Reprint Date:. Reprint Date: d Reprint Date:

Hara: 15.12.2023 Hara: 15.12.2023 Hara: 15.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrnun®, Tabnerkn, NOKPLITHIE MIIeHoYHoi obono4koii, 400 mr + 325 mr

‘|Baich No / Cepnsi No : V2302288 Batch Quantity / O6nem maprau : 766.1 K
Analytical Report No / AuanuTnyeckuii oTder Ne : Date of Analysis / lata anaansa: 15.12.2023
040002326057
Date of Manufacture / lata nponseoacrsa : 11/2023  |Date of Expiry / Cpok rognocrn : 10/2028

Analysis performed according ND / Ananns npoeegen no HJI: I1N011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoACTBEHHbIE IPHMECH 0.0002% - not more than 0.005 % /

Method 1/ Mertogn 1 4-aMuHo(eHo (IPUMECE NapaleTaMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
JIobas eIUHUYHas [PUMECh
(ubynpodeHa wiM napaueTamona) - He
6onee 0,3 %

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

CymmMa npumecedi (Meton 1 + Metox 2)
- ve 6onee 0,7 %

9 |Water/Bona 1.3% Not more than 5.0 % /
He 6once 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: ITpoaykr coorseTcTByeT TpeGosanusam HII | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneno: ITpoBepeno: Rama Kant Ono6peno: Menemxep / PykoBoautens
Ankit /,./ W _ Amit Kumar f&}\‘;
~
Reprint Date:. Reprint Date: : Reprint Date:
Hara: 15.12.2023 Hara: 15.12.2023 JHarta: 15.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrnuu®, Tabierku, MOKPLITLIE NIEHOYHOH 060mM04Koil, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2302288

Batch Quantity / O6bem mapTuu : 766.1 Kg

Analytical Report No / Ananuru4yeckuii oruyer No :
040002326057

Date of Analysis / laTa ananusa: 15.12.2023

Date of Manufacture / /laTa npon3Bojcrsa : 11/2023

Date of Expiry / Cpok roguocrs : 10/2028

Analysis performed according ND / Ananus nposeses mo HI: [TNO011252/01-160123

10

Uniformity of dosage
units /

OnHOPOIHOCTD
JIO3UPOBARUS

- Ibuprofen /udynpoden

- Paracetamol/
napaueTamolt

1.1

1.1

Acceptance value (AV) should be not
more than 15.0 /

[Mokazatens npremaemocT (AV) aosmken
BoiTh He Donee 15,0

Acceptance value (AV) should be not
more than 15.0 /

[Mokazaresns npuemaemocti (AV) ponxen
6biTh He Donee 15,0

11

Microbiological purity /
Miukpobuonoruyeckas
yucrora*

a) Total aerobic
microbial count /
Obuee uucino
a3pobHbIX
MHUKpPOOPIraH1¥3MOB

b) Total combined
yeasts and mould count
/ Oblwuee uucio
JPO}OKEBBIX 1
NUIECHEBBIX rpubos

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpnMeuanne: IIpoxykr cooTBeTcTBYET TpeboBaHusam HJ

Opinion : APPROVED
3akmovenne: OJOBPEHO

JaTta: 15.12.2023

Jata: 15.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[NoarotoBneHo: ﬁ IIporepeHo: Rama Kant Onobpero: Meneﬂ}xewykosonmenb
Ankil - 5 Amil Kumar N M-

> Qo il
Reprint Date:. Reprint Date: Reprint Date: "

Jlara: 15.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hoykanu®, TabaeTkn, NOKphIThie IIeH04Hoi 060104K0ii, 400 Mr + 325 mr

| Batch No / Cepust Ne : V2302288

Batch Quantity / O6nem maprTi : 766.1 Kg

Analytical Report No / AnaguTHYeckuii oTuer Ne :
040002326057

Date of

Analysis / laTa ananusa: 15.12.2023

Date of Manufacture / laTa nponssogersa : 11/2023

Date of

Expiry / Cpox rogaocrn : 10/2028

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

blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6nucrep. ITo 1
6aucTepy B mayky KapTOHHYIO

12 Assay/ 400.5 mg / 400.5 mr From 360.0 to 440.0 mg of Ci;3H 50,
KonnuectBenHOE (Ibuprofen) per tablet /
oTnpeneneHyue Or 360,0 mMr mo 440,0 mr Ci;3H,;:0;
(n6ynpoden) B Tabnetke
326.83 mg/ 326.83 mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 2925 mr po 357,5 mr CgHoNO»
(napaugramon) B TabneTke
13 | Package / ¥Ynaxoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
6mucrep. Ilo 1, 2 unn 20 Gnucrepos B
nayky KApTOHHYO BMECTe c

BMECT€ C  HHCTPyKUMeH MO |MHCTPYKLHeH [10 MPHMEHEHHIO.
PHMEHEHHIO, o=
14 | Labeling / Mapkuposka| According to ND. / B coorserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temnepatype He BbILIE 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
FOAHOCTH

* 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 IPOU3BOAUTENEM TIPH
BBIMYCKE NMEPUOINHUECKHU: s Kaxaoi 20-oif cepuu i He MeHee 1 pasa B roa. [Tokazatens MOXeT OBITE
HE BKJIFOYEH B CePTH(HKAT aHANH3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET Tpebosanusam H]L

Opinion : APPROVED
3akimouenne: OJOBPEHO

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

[Moaroroeneno: IIpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoaurens
M 'l\ T s \ A \'_.4’

Ankit {5 W 9% Amit Kumar P(,./

Reprint Date:. Repriﬁt Date: . Reprint Date:

Hara: 15.12.2023 Hara: 15.12.2023 Jara: 15.12.2023
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CEPTUDPUKAT AHAJNHU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6yrnua®, TabaeTky, MOKpPhITHIE MUIeHO4HOi 06o0uKoii, 400 mr + 325 mr

Batch No / Cepnsa Ne : V23022838

|Batch Quantity / O6bem naprtun : 766.1 Kg

040002326057

Analytical Report No / AnanuTHueckHii ordyer Ne :

Date of Analysis / JlaTa ananan3a: 15.12.2023

Date of Manufacture / lata nponsgoacrsa : 11/2023

Date of Expiry / Cpok roquocts : 10/2028

Analysis performed according ND / Auasns nposenen mo HJI: T1 N011252/01-160123

API name (INN) /
Haumenosanne ADC (MHH):

Ibuprofen / 6ynpodben

Paracetamol / [lapaiietamon

API manufacturer batch number /
Homep cepud NpOH3BOAHTENS
ADC:

PIBM230358

0323/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHUMU
npoussogutens I'J1dD:

FEQA00452

FEQA00438

API Manufactured by & country /
ITpoussoputens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma CaiieHens Jlumuten,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuuna
®apmacerotukainc Jita., Haaus

Remarks : The Product conforms to ND/
Ilpnmeuanue: IponykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloAroToBneHo: ITporepeHo: Rama Kant Ono6peno: Menemxep / Pykosonurens
Ankit 3 7 b W Amit Kumar PM S

Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.12.2023 Jara: 15.12.2023 Jara: 15.12.2023




