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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTku, NOKPBITbIE NIEHOYHOk 0005104K0ii, 400 mr + 325 mr

Batch No / Cepig Ne : V2300636

Batch Quantity / O6bem naprun : 762.4 KG

040001811861

Analytical Report No / Ananmuru4ecknii oruer No :

Date of Analysis / laTa ananuza: 19.04.2023

Date of Manufacture / Jlata nponspojacrsa : Mar-2023

Date of Expiry / Cpok roanoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen no HJI: IT NO1 1252/01-300522

Ne Test / Ilokazarean

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KarncyaoBUAHON (GOPMBI, MOKPBITHIE
NJIEHOYHOH 000JI0UKOH OpaHXKEBOro
1[BETa, C PUCKOHA Ha OJHOH CTOPOHE;
Ha [OMepevYHOM paspe3e — sapo
6enoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KarncynoBHAHOM bopmbl,
MOKPBITHIE TICHOYHOH ob6o104KoH
OpaHXEBOr'O 1l{BETa, C PUCKOW Ha OJHOH
CTOpOHE; Ha MONEPEYHOM Paspese — sAaApo
6€e10ro Wik MouTH 6€J10ro IBETA.

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoaykT coorseTcTByeT TpeboBanusam HJI

Opinion: APPROVED
3akarouenue: OJIOBPEHO

Prepared by
IloarorosneHo:
Pravesh Rana

4

Checked by /
[TposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive
/Ono6peno:Meunemxep/PykoBoaut

enb . Amit Kumar (x(_;\\(
/

Reprint Date:19.04.2023
JaTta:

Reprint Date: 19.04.2023
Hara:

Reprint Date: 19.04.2023
Jara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, TabaeTk, NOKPHIThIE MLIeHOYHOH 000J04Koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2300636 Batch Quantity / O6nem naptun : 762.4 KG
Analytical Report No / AHanuTH4YecKHii oT4eT Ne : Date of Analysis / JlaTta ananuza: 19.04.2023
040001811861

Date of Manufacture / lata npoussoacrea : Mar-2023 |Date of Expiry / Cpok roasocru : Feb-2028

Analysis performed according ND / Anaan3 nposenen no HJI: 1T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTE CoOTBEeTCTBYET 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 yaepikMBaHHsI OCHOBHBIX [THKOB
Ha XpoMarorpamme HCIBITYEMOTrO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHaM  yJep)KHBaHUA IIHMKOB Ha
XpOMAaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasuoB ubynpodeHa u napaieramona

(pazzmen «KonuuecTBeHHOE
onpeneneHyue»)
3 | Average tablets weight 968.4 mg / 968.4 mr 940.9 mg to 999.1 mg
Cpennsist Macca (970.0 mg = 3%) /
TabJETOK Or 940,9 wMr go 9991 Mr

(970,0 Mr £+ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: IIponykT coorsercTByeT TpebGoBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroToBsieHO: ITpoeepeno: Pardeep Kumar /Ono6peHo:Menemkep/PyKkoBOIUT
Pravesh Rana enb : Amit Kumar 8

23 L A=
Reprint Date:19.04.2023 Reprint Date; 19.04.2023 Reprint Date: 19.04.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALY SIS www.drreddys.com
CEPTUOHKAT AHAJTI3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TadaeTku, HOKPbITHIE MIeHOYHOI 060/104K0ii, 400 mMr + 325 Mr

Batch No / Cepusi Ne : V2300636

Batch Quantity / Oobem napTuu : 762.4 KG

040001811861

Analytical Report No / AHanuTHYeCKHii oTyeT Ne :

Date of Analysis / [lata ananusa: 19.04.2023

Date of Manufacture / Jlata npon3sojacrsa : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Halysis performed according ND / Ananu3 nposeaen no HJL: 1 NO11252/01-300522

4 |Disintegration /
PacnagaemocTb

08 min /M1 / 16 sec/MuH

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99% to 103%

100 % to 106%

Not less than 70% (Q) Ci3H 50,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3His0;
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He w™enee 70 % (Q) CsHoNO»
(napaueramon) uepe3 30 MUH

6 |Related substances /
PoncTBeHHbIE TPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHON (MPUMECH MapaleTaMora)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jloobas  enuHMYHAs
pUMeCh (ubynpodena Hnu
napauietamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meron 1 + Meron 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykt cootBeTcTBYeT Tpebopanism HJT

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by
IToarorosneHo:
Pravesh Rana

Checked by /
[TposepeHo: Pardeep Kumar

e

Approved by: Manager/Executive
/Opo6peno:Menemxep/PykoBoaUT

enb : Amit Kumar N
p

Reprint Date:19.04.2023
Harta:

Reprint Date: 19.04.2023
Hata:

Reprint Date: 19.04.2023
Jlara:
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Dr.Reddy’s Qf‘

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®HUKAT AHAJIU3A

Page4 of 6/ CTp.4 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

H6yKkanH®, TabaeTKH, NOKPbIThIE NIeH0YHO#H 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300636 Batch Quantity / O6bem napruu : 762.4 KG
Analytical Report No / AHanuTHuecKHii oTyer Ne : Date of Analysis / Jlata ananu3a: 19.04.2023
040001811861

Date of Manufacture / JlaTa nponsBoacrsa : Mar-2023 [Date of Expiry / Cpok roanocrn : Feb-2028

Analysis performed according ND / Ananns nposenen no HJL: [1N011252/01-300522

7 |Water/Bona 1.3%

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

8 |Uniformity of dosage
units / 1.3
OmHOPOAHOCTH
JIO3UPOBAHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napayeTamorl 1.4

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

IMokaszatens npuemieMocTd (AV) 10keH
6bITh He OoJiee 15,0

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

ITokasaTens npuemyeMocTy (AV) 10JkeH
ObITH He Gouee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoayxT cootBeTcTBYET TpeboBanusim HJI 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
IToaroToByieHO: 7 [Tpoeepeno: Pardeep Kumar /OnmobpeHo:Menexkep/PykoBoauT
Pravesh Rana @ E/ enb : Amit Kumar N
s o - I
Reprint Date:19.04.2023 Reprint Date: 19.04.2023 Reprint Date: 19.04.2023
Hara: JHara: Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabaeTki, HOKPbITHIC [J1eHOYHOH 060J04K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300636 Batch Quantity / O6bem naptun : 762.4 KG
Analytical Report No / AnaauTnyeckuii oryer Ne : Date of Analysis / laTa ananausa: 19.04.2023
040001811861

Date of Manufacture / Jlata mpoussozctsa : Mar-2023 |Date of Expiry / Cpok roanocTH : Feb-2028

| Analysis performed according ND / Ananus nposejien mo HJ1: TIN011252/01-300522

9 |Microbial limits /
Muxpobuonornieckas
YHCTOTA

a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r
O61uee yucno
a’pobHBIX
MHKpPOOPraHU3MOB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r

/ Obuiee yucao
JPOYXOKEBBIX U
IJieCHEeBBIX IpubOB

¢) E. coli Absent / OTcyTCTBYET Shall be absent in 1g / OtcyTcTBHE B
1r
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [IpoaykT cooteeTcTByeT TpebosanusaM HJL 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroToBneHo: /K ITpoeepeno: Pardeep Kumar /O no6peno:Menemxep/Pykosoaut
Pravesh Rana e enb : Amit Kumar h N—
Reprint Date:19.04.2023 Reprint Date: 19.04.2023 Reprint Date: 19.04.2023
Jara: Jara: Hara:
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHOHUKAT AHAJIU3A

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGyxkaun®, Tab/1eTKH, MOKPbIThIE MJIeHOUHOoH 060404K0ii, 400 mr + 325 mr
Batch No / Cepus Nt : V2300636 Batch Quantity / O6bem naptuu : 762.4 KG
Analytical Report No / AHanuTH4eckuii oTyeT N : Date of Analysis / /lata ananu3sa: 19.04.2023
040001811861
Date of Manufacture / Jlata npousBojcrBa : Mar-2023 |Date of Expiry / Cpok rogHocTH : Feb-2028
Analysis performed according ND / Anaqn3 nposegen no HJI: T1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HisO2
KonuuectBeHHOE 399.5 mg/399.5 mr (Ibuprofen) per tablet /
onpesenexnne Or 360,0 mr go 440,0 mr C;3H;30,
(ubynpoden) B TabneTke
2925 to 3575 mg of CsHoNO,
328.31 mg/328.31 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
(mapaneramon) B TabJeTKe
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/ALI 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 [IBX/Al
tabnerox B [IBX/Al 6aucrep. [To 1 |Gmuctep. o 1, 2 i 20 GnmctepoB B
fiycTepy B Ta4Ky KapTOHHYIO |Mayky KApTOHHYIO BMECTE c
BMECTE C HHCTPYKLIUEH WHCTPYKLHUEH 110 TPUMEHEHUIO.
I10 IPUMEHEHHIO.
12 | Labeling / MapxupoBka| According to ND. / B coorserctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu TeMnepartype He Bbiie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
TOJTHOCTH

Remarks: The Product conforms to ND/
IIpumeuanue: ITpoayxt coorBeTcTBYeT TpeboBaHusm HJI

Opinion: APPROVED
3akaouyenune: OJJOBPEHO

Prepared by
IToarotoBieHo:
Pravesh Rana

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:Menenxep/PykoBoauT

ens : Amit Kumar e T
il

Hara:

Reprint Date:19.04.2023

Reprint Date: 19.04.2023
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