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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Vioyrnun®, TabneTku, NOKpLITLIE N1eHOYHoi 060/104uK0ii, 400 mr + 325 Mr

Batch No / Cepns Ne : V2400233

Bateh Quantity / O6bem naprun : 761.85Kg

Analytical Report No / AHainTudeckuii oT4eT Ne :
040002437816

Date of Analysis / Jlara anamuza: 09.03.2024

Date of Manufacture / JaTa nponspoacrsa : 02/2024

Date of Expiry / Cpok rogaocts : 01/2029

Analysis performed according ND / Ananus nposeses mo HJI: TIN011252/01-160123

Specification / Hopma

Cpenuss Macca
TabneTok

| N |Test / Ilokasarenn Results/ Pe3yabTaThi
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../  Tabnetku|core at the cross-section. / Tabiuerku
KAUCYNOBUAHONR (OPMbI, LOKPbLITHIE [KAUCYJIOBHUHOH — QOPMEL,  LIOKPbIIbIE
NJIEHOYHON 000JIOUKOH OpaHXeBOro|nieHOYHOH  06ONOUKOH  OpaHXEBOro
LIBETA, C PHCKOJi Ha OHOM CTOPOHE;|11BeTa, ¢ PUCKOH Ha ONHOH CTOPOHE; Ha
Ha TONMEpeyHOM paspe3e — sApO|NOoNepeyHoM paspese — AApo 6enoro uim
Oenoro 1BeTa. nouTH 6eNoro UBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanvHHOCTB 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 ynepxuBaHHs OCHOBHBIX IHKOB
Ha XpoMaTorpaMme HCITBITYEMOTrO
pacTBopa  JOMKHBI  COOTBETCTBOBAThH
BpEMEHaM  YJEPKUBAHMS THUKOB Ha
XpOMaTOrpaMMe pPacTBOpa CTAHAAPTHBIX
obpaztioB ubynpodena u mnapaleTamona
(paznen «KonuuecTBEHHOE
ONpeleIIeHUEN)
3 |Average tablets weight 968.5 mg / 968.5 mr From 9409 mg to 999.1 mg

(970.0 mg £ 3.0 %) /
Or 9409 wMmr pmo
(970,0 mr + 3,0 %)

999,1 M

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Mara: (09.03:2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBlieHo: [Ipoeepero: Pardeep Kumar | Ono6peno: Menemkep / PyKoBoguTeNb
Santosh Kumar Maurya Manoj Kumar ;1._,_,] &ﬁg .j’

| Reprint Date:. Reprint Date: Reprint Date:

Hara: .09.03.2024

Hara: 09.03.2024
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—ﬁoduct: Ibuclin, film-coated tablets, 400 mg + 325 mg

HGyxaun®, TabaeTkn, NOKPLITHIE [NIEHOYHOH 060.,104K0il, 400 Mr + 325 Mr

P_atch No / Cepus Ne : V2400233 Batch Quantity / O6bem naptun : 761.85K g
Analvtical Report No / Auanurutecknii order Ne : Date of Analysis / laTa anannsza: 09.03.2024
1040002437816

Date of Manufacture / Jlata nponseosersa : 02/2024  |Date of Expiry / Cpox rojuoers : 01/2029

Analysis performed according ND / Anann3 nposesen o HJI: ITNO1 1252/01-160123

PactBopeHie

100 % to 104 %

4 |Disintegration / 05 min 42 sec/ 05 mun 42 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 MuH
5 |Dissolution / 95% To 101 % Not less than 70% (Q) of C3HiO

(Ibuprofen) after 30 min /

He -meHee 70 % (Q) C13H1302
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CzHoNO:
(Paracetamol) after 30 min / |
He wMenee 70 % (Q) GCsHoNO,
(napaueTamon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBercTByeT Tpeboanuam HJL

Opinion : APPROVED
3axkmouyenne: OJOBPEHO

Prepared by / @ /e Checked by /
[ToarorosneHo: ~— | [IpoBepeHo: Pardeep Kumar
Santosh Kumar Maurya

Approved by: Manager/Executive/

Ono6peno: Menemkep / PykososnTens
Manoj Kumar J\Q&E_;

Reprint Date:. Reprint Date:
Mara: 09.03.2024 Hara: .09.03.2024 °

Reprint Date:
Hara: 09.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yicann®, TabaeTkn, NOKpLIThHIE IIeHOYHOH 060/104K0i, 400 mr + 325 Mr

&atch No / Cepust Ne : V2400233 Batch Quantity / O6bem maprun : 761.85Kg
Analytical Report No / AHanuTH4decKuii oT4er Ne : Date of Analysis / /lata anamuza: 09.03.2024
040002437816

Date of Manufacture / Jata nponssojictsa : 02/2024 | Date of Expiry / Cpok roguoers : 01/2029

Analysis performed according ND / Anajns nposegen no HJI: T1 N011252/01-160123

6 [Related substances / - 4-aminophenol (paracetamol impurity)
PopncTBeHHBIE IPUMECH 0.0002% - not more than 0.005 % /

Method 1/ Meron 1 4-amuHOdeHON (TTPUMECE NapaleTamMmona)
- ge Gonee 0,005 %

Method 2 / Metoz 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIUHUYHAST NpUMEChH
(ubynpodena Mn¥ mapaleTaMoNa) - He
Gonee 0,3 %

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

Cymma npumeceit (Meton 1 + Merox 2)
- He 6onee 0,7 %

9 |Water/ Boma 1.4% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Iprmeyanne: [poaykT cooTBeTcTBYET Tpebopanuam HJT | 3axmouenue: OIOEPEHO
Prepared by / @/ Checked by / Approved by: Manager/Executive/
IoxroToBieHo: — I[Ipoepeno; Pardeep Kumar | Ono6peno: Menenxep / Pykosogurens
Santosh Kumar Maurya — Manoj Kumar '
Reprint Date:. Reprint Date: Reprint Date:
Hara: 09.03.2024 Hara: .09.03.2024 - Hata: 09.03.2024

Resistered Office: 8-2-327, Road No. 3, Banjara Rills, Hyderabad - SGC034, Telangzina, india
Tel: 487 50 3€00 2909, Fax: 491 40 4600 2969, Emaii: mail@drreddys.com
CIN: 1L25195AF1984PLEGO4507
wweedrreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yicauu®, TabneTki, NOKpbIThIE ILIeHOUHOH 000105 K0i, 400 Mr + 325 mr

Batch No / Cepust Na : V2400233

Batch Quantity / O6wem napthn : 761.85Kg

Analytical Report No / Ananuruveckuii oryer No:
040002437816

Date of Analysis / laTa ananu3a: 09.03.2024

Date of Manufacture / JIata npoussogersa : 02/2024

Date of Expiry / Cpox rognoctn : 01/2029

Analysis performed according ND / Ananu3 npoBe/en 10 HII: T N011252/01-160123

¢) E. coli

10 |Uniformity of dosage

units /

OXHOPOAHOCTD Acceptance value (AV) should be not

[O3UPOBAHMS 1.9 more than 15.0 /

- Ibuprolen /ubynpoden fokazaTcnb npueMneMocTd (AV) gomicen
6biTh He 6onee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napaneTamon more than 15.0 /
IMoxasarens npuemaeMocTu (AV) poymkeH
6biTE He bonee 15,0

11 |Microbiological purity /

Mrukpobuosornyeckas

yucroTta* NA

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

microbial count / He Gonee 1000 KOE/r

Ob6uiee uncio

aspobHbBIX

MHKPOOPTraHHU3MOB NA

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

yeasts and mould count He Gonee 100 KOE/r

/ O6uiee ynucno

JPOXOKEBBIX U

NIECHEBBIX rPUOOB NA

Shall be absent in 1g / OTcyTcTBHE B
Ir

1IN

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykr coorsercTByeT Tpebopauusm HJL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Approved by: Manager/Executive/

Jara: 09.03.2024

Mara: .09.03.2024 °

Prepared by / (g Checked by /

{ IToaroroieHo: [Tposepeno: Pardeep Kumar Omo6GpeHo: Menenxep / PYKoBojHTENb
Santosh Kumar Maurya P, g Manoj Kumar Qﬂé‘&@
Reprint Date:. Reprint Date: Reprint Date: B
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Product: Thuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTkH, NOKPLIThIE MLIeH04HOH 060104Koi, 400 Mr + 325 Mr
Batch No / Cepus Ne : V2400233 Batch Quantity / O6wem napTin : 761.85Kg
tAnalytical Report No / AnanutnyeckHii otuer Ne : Date of Analysis/ lata anaamsa: 09.03.2024
1040002437816
Date of Manufacture / Jlata nponssoacrsa : 02/2024  |Date of Expiry / Cpok rogHocTH : 01/2029
FAnaIysis performed according ND / Ananu3 nposejien o HL: TTN011252/01-160123
[ 12 [Assay/ 397.5 mg/397.5 Mr From 360.0 to 440.0 mg of C;3H;30;
Konu4ecTBeHHOE (Ibuprofen) per tablet /
ompeeNieHIe Or 360,0 mr mo 440,0 mr C;sHiO»
(ubynpoden) B Tabnerke
327.51 mg/327.51 mr From 292.5 W 357.5 mg of CsHyNO;
(Paracetamol) per tablet /
Or 2925 mr po 357,5 mr CsHoNO:
(napaneramon) B TaGierke
13 | 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. / ITo 10 |in a carton. / [To 10 Tabnetox B MBX/AI
ta6netox B [IBX/Al 6nucrep. [To 1 |[6nuctep. o 1, 2 umu 20 Gmucrepor B
6aucTepy B TNauky KapTOHHYIO |TIAuKy KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKUMed 10 |HHCTPYKUHEH N0 NPHMEHEHHIO.
IPHMEHEHHEO.
14 | Labeling / Mapkuposka| According to ND. / B coorsetcrauu ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne [Tpu Temnepatype He Bbiie 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
TOIHOCTH

* 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. / TIpoBOZUTCS MPOH3BOAUTENEM IPH
BBINLYCKE MEPHOANYECKH: AJIs Kad ol 20-oii cepuH WK He MeHee 1 paza B rox. IlokasaTens MOXET OBITH
He BKJIIOYeH B cepTHhUKAT aHanu3a GUpMB

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTeeTcTByeT TpeboBanuam HI

Opinion : APPROVED
3akarouenue: OJIOBPEHO

onsﬂﬂm&nh

JHara: 09.03.2024

Harta: .09.03.2024

Prepared by / @t Checked by / Approved by: Manager/Executive/
IMoaroToBneHo: — [TpoBepeno: Pardeep Kumar Ono6peno: Meunemxep /

Santosh Kumar Maurya G Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jara: 09.03.2024




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJHU3A

Page 6 of 6 / C1p. 6 m3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknua®, Tabierki, NOKpbITHIE MJeHOYHOMH 060104K0ii, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2400233

Batch Quantity / O6wem mapran : 761.85Kg

040002437816

Analytical Report No / Ananutuueckuii order Ne :

Date of Analysis / Jlata ananu3a: 09.03.2024

Date of Manufacture / lata npoussoacrea : 02/2024

Date of Expiry / Cpok roguoctn : 01/2029

Analysis performed according ND / Ananu3 nposegen mo HI: ITN011252/01-160123

API name (INN) /

Hanmenosanne A®C (MHH): -

Tbuprofen / U6ynpoden

Paracetamol / ITapaueramon

Homep cepnn npoussopureisn
ADC:

API manufacturer batch number /

PIBM230456

0994/23-24

FP Manufacturer API Batch
number /

Howmep cepun cy6cranuuu
npouspoanTens I'JID:

FEQAO00656

FEQA00651

IIponseoautean ADPC, cTpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apma Cailiencus Jlumurern,

Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Iilpu Kpuiuna
dapmackroTukanc Jita., Haaus

Remarks : The Product conforms to ND/
IIpumeuanue: Iponykr cootBeTcTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by/
IToarorosieHo; ké@/,—

Santosh Kumar Maurya

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykopomurenb
Manoj Kumar -

Reprint Date:.
Jara: 09.03.2024

_Reprint Date:
Hara: .09.03.2024

Reprint Date:
Harta: 09.03.2024

v, Telangana, g

sl




