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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykianu®, TadaeTkH, NOKPLIThIE IUIEHOYHOH 000.104K0#, 400-Mr + 325 Mr

Batch No / Cepus Ne : V2300261

Batch Quantity / O6sem naptuu : 712.5 KG

040001769400

Analytical Report No / AnasmTu4eckuii oTyer Ne ;

Date of Analysis / laTa ananuza: 22.02.2023

Date of Manufacture / Jlata npon3Bogcrsa : Feb-2023

Date of Expiry / Cpok rogaocts : Jan-2028

Analysis performed according ND / Anaaus nposenen mo HJI: I1 N011252/01-300522

Ne Test / Iloxa3aTean

Results/ PesyasTaTsl

Specification / Hopma

1 [Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KarcynoBUIHOW (POPMbI, MOKPBIThIE
TJIEHOYHOH 06070YKO¥ OpaHKeBOro
IBET4, ¢ PUCKOH Ha OJHOH CTOpOHE;
Ha [ONEpEedYHOM pa3pese — sApo
Oenoro 1(BeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku™  KancyJoOBHAHOM dbopwmbl,
MTOKPBITEIE NJIEHOYHOH 060J104KOi
OpaH)XeBOI'O LBETa, C PUCKON Ha OjHO
CTOPOHE; Ha MONMEPEYHOM pa3pese — sApo
6enoro unu mouty 6enoro LgeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: IIpoaykt cootBercTBYeT TpeboBanusam HJ[ - | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioarotosneno: Shivani ITpoBepeno: Pardeep Kumar /Onobpeno:Menemxep/PykoBoauT
Devi ‘g./ : enb : Amit Kumar
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Reprint Date: 22.02.2023 Reprint Date: 22.02.2023 ReprintKDate: 22.02.2023
Hara: Jlara: JlaTa:

Registered Office: 8-2-327, Road No. 3, Banjara Hilis, Hyderabad - 560034, Telangana, India
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Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDPUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkanH®, Tab1eTKH, NOKPbITHIE NIEHO1BOi 060.104K0i, 400 Mr + 325 Mr

Batch No / Cepns Ne : V2300261

Batch Quantity / O6bem naptuu : 712.5 KG

040001769400

Analytical Report No / AHanmuTH4YecKuid oTdeT No :

Date of Analysis / laTta ananunsa: 22.02.2023

Date of Manufacture / lata nponzsojacrsa : Feb-2023

Date of Expiry / Cpok roguocty : Jan-2028

Analysis performed according ND / Auasn3 npoeeaen mo HJI: TT N011252/01-300522

2 Identification /
IloanMHHOCTD

Complies as prescribed/
CooTBETCTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprefen and paracetamol reference
standards solution (section Assay) /

Bpemena ynepxuBaHHs OCHOBHBIX NUKOB

Ha Xpomartorpamme UCIIBITYEMOI'O
pacTBOpa JOJIKHEI COOTBETCTBOBATH
BPEMEHAM  yACpARUBARNUA HIMKUB  Ha

XpOMaTOrpaMMe pacTBOpa CTaHAApTHBIX
o6pasioB ubynpodeHa M mapalneramona

Cpennsis macca
TabyeToK

(paznmen «KonnuecTBeHHOE
OnpeNieNIEHIE)
3 |Average tahlets weight 967 S mg /967 5 mr 940.9 mg 8] 999.1 fivt

(970.0 mg + 3%) /
Or 9409 wMr mo
(970,0 mr £+ 3 %)

999.1 MT

Remarks: The Product conforms to ND/
Ilpumevanne: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3axaroyenne: OJJOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive
[loaroroenexo: Shivani ITpoepeno: Pardeep Kumar /Onobpeno:Menexep/PyKoBOAUT
Devi g/ enb : Amit Kumar
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JaTa:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykanH®, TabaeTKH, MOKPbLIThIC M1eH04YHO# 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300261 Batch Quantity / O6bem napruu : 712.5 KG
Analytical Report No / AHaanTHyeckmii oryer Ne : Date of Analysis / /IaTa anasm3sa: 22.02.2023
040001769400

Date of Manufacture / Jlata npomssojicrsa : Feb-2023 |Date of Expiry / Cpok roaunocru : Jan-2028

Analysis performed according ND / Ananu3s npoeesen no HJI: [T N011252/01-300522

4 |Disintegration / 06 min / 06 mu Not more than 30 minutes /
Pacnanaemocts He 6onee 30 muH
5 |Dissolution / Not less than 70% (Q) Ci3HisO:

PacTBopenHme 97 % to 101 % (Ibuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) CisHigO:
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHyNO2
98% to 101 % (Paracetamol) dissolved in 30 minutes /
He wMmenee 70 % (Q) CsHoNO:
(napateramon) yepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoZCTBEHHbIE IPUMECH 0.0002 % 4-amunodeHon (mpumecsh rnapaneTaMmona)
Method 1/ Meton 1 - not more than 0.005% /

He 6oee 0,005 %

Method 2 / Metoxn 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jliobas eauHUYHAsA
[PUMECH (ubynpodeHa WIn

napaugiamona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceii (Merog 1 + Merox 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpuméuanne: [IpoxykT cooTBeTcTByeT TpeGosanusm HJ .| 3axmouenue: ONOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive
Ilonrotosneno: Shivani ITposepeno: Pardeep Kumar /Ono6peno:Menenxep/PykoBoauT
Devi {7 enb : Amit Kumar
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Reprint Date: 22.02.2023 Reprint Date: 22.02.2023 Reprint Date: 22.02.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
vww.drreddys.com

CEPTH®UKAT AHAJIM3A

Paged4 of 5/Ctp. 41135

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJeTKH, TOKPBIThHIe NJIeHOYHo# 060104K0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2300261

Batch Quantity / O6sem napthu : 712.5 KG

040001769400

Analytical Report No / AnanuTuyecknii oruer No :

Date of Analysis / IaTa ananu3za: 22.02.2023

Date of Manufacture / lata npouszBoactea : Feb-2023

Date of Expiry / Cpok rognoct : Jan-2028

Analysis performed according ND / Anann3s nposenen no HJI: [1 N011252/01-300522

a) Total aerobic
microbial count /
Ob6i1iiee yucno
a3pobHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Ob1wee yncno
IPOXOKEBBIX U
IJIecHEBbIX IpubOB

c) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/Bogaa 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 0.8 more than 15.0 /
OnHOPOIHOCTE TokazaTtejb npuemieMocTd (AV) nomkeH
ZIO3UPOBaHUA 6bITH He bonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.8 more than 15.0/
- Paracetamol/ LlokazaTtens npuemiaeMocTy (A'V) nojnkeH
napaneTamon 6bITh He Oosee 15,0
9 |Microbial limits /
Mukpobuonorndeckas
YHCTOTA

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

Not more than 100 CFU/g /
He bonee 100 KOE/r

Shall be absent in lg / OtcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpume4danne: [IpoaykT coorseTcTBYeT TpeboBaHUsIM H]I

Opinion: APPROVED !
3akmouenne: OJOBPEHO -

Prepared by /
[ToprorosneHo: Shivani
DCVl }(\ =R
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Checked by /
IIposepeHno: Pardeep Kumar
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Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoauT
enb : Amit Kumar
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Reprint Date: 22.02.2023
JlaTa:

Reprint Date: 22.02.2023
Hara:

Reprint Date: 22.02.2023
Hara:
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CERTIFICATE OF ANALYSI

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUDUKAT AHAJIU3A
Page 5of 5/Crp. 5u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6yknuH®, TabaeTkH, NOKPLIThIE MIeH0o4YHOo# 060m104Koii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300261 Batch Quantity / Oobem naptus : 712.5 KG
Analytical Report No / AHanuTH4ecKHi oT4der No : Date of Analysis / [laTta ananusa: 22.02.2023
040001769400
Date of Manufacture / Jlata npousBogctsa : Feb-2023 |Date of Expiry / Cpox rognoctn : Jan-2028
Analysis performed according ND / Ananu3 nposenen mo HJI: [1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci3Hi50;
KonuuecTBeHHOE 398.5mg/398.5 mr (Ibuprofen) per tablet /
onpeneaeHue Ot 360,0 mr mo 440,0 mr C;3H;30;
(ubynpoden) B TabneTKe
2925 to 357.5 mg of CgHyNO:
320.88 mg/320.88 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO,
(napaueramod) B TabneTke
11 | Package / YnakoBka 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 Tabnetok B TIBX/Al
tabnerox B [IBX/Al 6nuctep. ITo 1 |6mucrep. Tlo 1, 2 nnu 20 Gnuctepos B
6aMcTepy B NadKy KapTOHHYIO |HauKy KapTOHHYIO BMECTE c
BMECTE ¢ HHCTPYKUHEH HHCTPYKUHUEHN M0 IIPHMEHECHHIO.
MO MPUMEHEHHUIO.
12 | Labeling / Mapxuposka| According to ND. / B coorserctuu ¢ HJL.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHune I1pu Temnepatype He Bpille 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
FOLHOCTH

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYeT Tpebopanuam HI.

Opinion: APPROVED
3axarouenne: OJJOBPEHO

Jata:

Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Shivani [Tposepeno: Pardeep Kumar /Opo6peno:Menemxep/PykoBoauT
Devi 5?' 4 ens : Amit Kumar
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