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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page 1 of S/ Crp.1m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabneTku, NOKPHITHIE IIEHOYHOH 000104K0MH, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400606

Batch Quantity / O6bem nmapTum : 711.4 Kg

Analytical Report No / AHauTHYecKHii 0T4eT N @
040002492753

Date of Analysis / Jlata ananu3sa: 24.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok roguocts : 03/2029

Analysis performed according ND / Anaau3s nposeaen mo H/A: I N011252/01-160123

ITpumeuanue: IlpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

3axmrouenue: O ObPEHO

Ne  |Test/ IlokazaTesp Results/ PesyabTaThl Specification / Hopma
1 |Description/ Onmucanue |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. / Tabnerku
KAanCyJoBHAHOM (OPMBI, MOKPHITHIC |KANICYJOBUIHONH  (GOPMBI,  MOKPBITHIE
IUICHOYHOH 000J10YKOH OpaH)XEBOrO|IIEHOUHOH  000JI0MKOH  OpaHXeBoro
1BETa, C PUCKOHM Ha OJHOH CTOpOHE;|LBETa, C PUCKOH Ha OJHOHM CTOpOHE; Ha
Ha [IONMEpEYHOM paspe3e — sApO|MONepeuHoM paspese — sapo Oesioro Wiu
Oenoro 1BeTA. noytu Oenoro 1pera.
2 |(Identification / Complies as prescribed/ The retention times of the main peaks on
[TopyiMHHOCTD 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) /
BpemeHna ynepkuBaHHs OCHOBHBIX NMHKOB
Ha XpomaTtorpamme UCTIBITYEMOTO
pactBopa  JODKHBI  COOTBETCTBOBATh
BpEMEHaM  YJIEpXKMBaHUS TNHKOB Ha
XpoMaTorpaMMe pacTBOpa CTAHZAPTHBIX
obpasnoB ubynpodeHa U napaueramosa
(paznen «KonnyecTeeHHOE
OTIpEJIEIICHUEY)
3 |Average tablets weight 966.1 mg /966.1 mMr From 9409 mg to 9991 mg
Cpennss Macca (970.0 mg £3.0 %) /
TabJIETOK Or 940,99 wmMr po 9991 MI
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IToprorosneno: Santosh

Kumar Maurya ﬂ,'

Checked by /
[Ipoepeno: Pardeep Kumar

e

Approved by: Manager/Executive
/OpobpeHo: Meunemkep /
PykoBoautens Albhishek Chauhan

]

Reprint Date:
I[aTa: 24042024 Registered Offig

Reprint Date:
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Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Forrnulation 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

CEPTH®HUKAT AHAJIM3A

Page 2 of 5/Crp.2 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxknnH®, TabieTKy, NOKPLITHIE JIEHOYHOH 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400606

Batch Quantity / O6bem naptun : 711.4 Kg

040002492753

Analytical Report No / AnanuTuuyeckunii or4er Ne :

Date of Analysis / JlaTa anamu3za: 24.04.2024

Date of Manufacture / /lata npousBoacTsa : 04/2024

Date of Expiry / Cpok roanoct : 03/2029

Analysis performed according ND / Ananns nposeaen no HJI: 1T N011252/01-160123

4 |Disintegration /
PacnamaemMocThb

05 min 08 sec / 05 muH 08 cex

5 |Dissolution /
Pacreopenune

97 % To 101 %

100 % to 102 %

Not more than 30 min /
He 6onee 30 muu

Not less than 70% (Q) of Ci3H;s0,
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubymnpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

Ci3Hi30;

PoacTBeHHbIE TPUMECH
Method 1/ Merton 1

Method 2 / Meton 2

0.0002%

0.04%

0.04%

He wMmenee 70 % (Q) CsHoNO,
(napaueramoun) uepe3 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity)

- not more than 0.005 % /
4-amuHO(deHON (TIprMech MapaleTaMmona)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas SAMHHYHAs MIPUMECH
(ubynpodeHa wunu napaneramMosia) - He
6onee 0,3 %

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

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

9 |Water/Bojna

1.3%

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

Remarks : The Product conforms to ND/
llpumeuanne: 1lpoaykT cooTBeTCTBYET TpeboBanusam H/L

Opinion : APPROVED
3axuaouenue: OJJOBPEHO

Prepared by /
[Toarotoeneno: Santosh
Kumar Maurya @/

—

Checked by /
[Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo: Mghemxep /
Pykosoanreny/Abhishek Chauhan

Reprint Date:

Hata: 24.04.2024,, .. . . ~co,

Reprint Date:
 Hara: 24.04.2024
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Reprint Date:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

®
Dr. Reddy,s ‘-.... 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 Page3 of 5/Ctp.3 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabneTky, NOKPbIThIE IIEHOYHOIt 0601049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400606 Batch Quantity / O6wem naptum : 711.4 Kg
Analytical Report No / AHaanTHYecKkHii oTdyeT Ne : Date of Analysis / /laTa ananu3za: 24.04.2024
040002492753

Date of Manufacture / Jata npon3BoacTsa : 04/2024 Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Auann3s nposesen no HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHHS 1.6 more than 15.0 /

- Ibuprofen /uynpoden [Mokazartenb npuemaeMocTu (AV) 10KeH
OBITH He Oonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaneTamol more than 15.0 /

[Tokasarens npueMiaeMoctyt (AV) fobkeH
OBIThL He Ooree 15,0

11 |Microbiological purity /

Muxkpobuonorudeckas

yuctoTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1uee umuco

adpoOHBIX

MHKPOOPraHU3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1wee yncio

JIPOXOKEBBIX H

IJIECHEBBIX [PUbOB

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

1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuannue: | Ipoxykr coorBeTcTRyeT TpeGopanuam HJl | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IMoarorosneno: Santosh | [IpoBepeno: Pardeep Kumar /OnobpeHo: Mengmxep /

Kumar Maurya g ’ ﬁ Pykosoaurens Aphishek Chauhan
e = . ,

Reprint Date: Reprint Date: Reprint Date:
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Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page4 of 5/ Crp.4 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabieTKH, NOKPbITHIE IIEHOYHOH 060104K0i, 400 Mr + 325 Mr
Batch No / Cepusn Ne : V2400606 Batch Quantity / O6bem mapTny : 711.4 Kg
Analytical Report No / Ananntu4deckunii oryer Ne : Date of Analysis / lata ananu3a: 24.04.2024
040002492753
[Date of Manufacture / lata npoussoacrsa : 04/2024 Date of Expiry / Cpok rognocrtn : 03/2029
Analysis performed according ND / Auann3 nposeaen no HJI: I1 N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of Ci;3His0;
KonnuecTBeHHOE (Ibuprofen) per tablet /
ofipeneneHue 397.7 mg/397.7mr Ot 360,0 mMr mo 440,0 mr C;3His0,
(uGynpoden) B rabierke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
325.13 mg /325.13 mr Or 292,5 mr mo 357,5 mr CsHoNO;
(napaneramol) B TabJIETKeE
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / ITo 10 |in a carton. / [To 10 Tabnerok B I[IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6amcrep. [To 1, 2 wnu 20 GauctepoB B
Oyncrepy B Mayky KapTOHHYH |Madky KapTOHHYIO BMECTE c
BMECTe C  MHCTPYKUHEH MO |MHCTPYKLMEHN 10 MPUMEHEHMIO.
IIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBercTuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbilue 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
T'OIHOCTH

* 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 NpoU3BOAUTENEM [IpU
BBIMIYCKE MEPUOAMYECKH: AJst Kaxkmoit 20-oi cepuu uin He MeHee | pasa B roj. Ilokazarens MoxeT ObITh
HE BKJIFOUEH B CepTHPUKAT aHaIH3a GUPMBIL

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykr coorBeTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

[Toarorosneno: Santosh | Ilposepeno: Pardeep Kumar /OnobpeHo: Meng mxep /

Kumar Maurya (S" PykoBoaurens Abhishek Chauhan
= C-_..C_/(_/
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

PageSof 5/Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkmmu®, TabjieTKH, IOKPLITHIE IJIEHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400606

Batch Quantity / O6bem napruu : 711.4 Kg

040002492753

Analytical Report No / AnanuTH4yeckuii oruer Ne :

Date of Analysis / Jlata ananu3sa: 24.04.2024

Date of Manufacture / /lata npounzBoactsa : 04/2024

Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Anann3 nposegen no H/: II N011252/01-160123

API name (INN)/

Haumenosanne ADC (MHH): Ibuprofen / I6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM230459 4596/23-24

Howmep cepun npoussoaurTens APC:

FP Manufacturer API Batch number /

Homep cepun cyOcTanmmu FEQAO00659 FERA00005

npousBoauTes ['JID:

API Manufactured by & country /
Ipoussoautens APC, crpana:

Solara Active Pharma Sciences

Caitencus Jlumuren, Unaus

Limited, India / Conapa SxtuB ®apma

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuinna
®apmackrotukanc Jlta., Uuaus

Remarks : The Product conforms to ND/
IIpamevanue: Ilpoaykt cootBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IMoxrorosaeno: Santosh

Kumar Maurya 35,

Checked by /
[Iposepeno: Pardeep Kumar

f_

Approved by: Manager/Executive

/OnobpeHo: Menepukep /
PykoBoauTes A@ hauhan

Reprint Date:
Hara: 24.04.2024

Reprint Date:
| Hara: 24.04.2024

Reprint Date:
Hara: 24.04.2024
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