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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NOKPBITHIE IIEHOYHOH 000104KO0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2302491

Batch Quantity / O6bem naptunm : 767.20Kg

040002359660

Analytical Report No / Apaautndyeckuii oTyer Ne :

Date of Analysis / /laTa ananu3za: 28.12.2023

Date of Manufacture / /lata npousBoacrsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Anaan3 nposeaen no HJI: ITN011252/01-160123

Ne Test / Iloka3aTeib

Results/ Pe3yabTaThl

Specification / Hopma

1 [Description/ OnucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancyJoBUAHON (HOPMBI, MOKPHITHIE
IUIEHOYHOH 000JIOUKOH OpaHKEBOTO
1[BETA, C PUCKON Ha OJHOH CTOpOHE;
Ha [ONEpPEeYHOM paspe3e — sApo
OeJoro Bera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KancyJOBHJHOH  GOpMBI,  TOKPBITHIE
TUIEHOYHOW  000J0YKOit  OpaHKeBOro
L[BETa, C PUCKOH Ha OAHOH CTOpOHE; Ha
NONEPEYHOM paspe3e — apo 6enoro Wid
nouTu 6eyoro BeTA.

2 |Identification /
[TognuuHOCTE

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
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa ynepXuBaHHS OCHOBHBIX THUKOB
Ha XpoMaTorpaMmme UCIILITYEMOTO
pacTBOopa  JOJDKHBI  COOTBETCTBOBATH
BpeMEHaM  YAEp)KHUBaHHSA THKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAapTHBIX
obpasznoB nOynpodeHa ¥ mapaneramosia
(paznen «KonuuecTBeHHOE
OINPEACIICHUEY)

TabeTok

3 |Average tablets weight
Cpennss Macca

972.0 mg/972.0 Mmr

From 9409 mg to 999.1
(970.0 mg £+ 3.0 %) /
Ot 940,9 MI JIO

(970,0 mr =+ 3,0 %)

mg

999,1 Mr

Remarks : The Product conforms to ND/
IMpumeuanne: [Tpoaykr coorsercTeyet TpeboBanusam HIT | 32

Opinion : APPROVED

xmoyeHue: OJJOBPEHO

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: [Iposepeno: Santosh Kumar | Ono6peno: Menemxkep / R_YKOB?O,[[IH‘EHI:»
Ankit | Maurya ~ Manoj Kumar ‘7"1@9’(—
Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023

Jara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkaun®, TabaeTkn, NOKpPbIThie MIEHOYHOI 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne

1 V2302491

Batch Quantity / O6bem naptun : 767.20 Kg

040002359660

Analytical Report No / AnanuTHYeckuii oTyeT No :

Date of Analysis / laTta ananusa: 28.12.2023

Date of Manufacture / lata npousBoactsa : 12/2023

Date of Expiry / Cpok roanocrn : 11/2028

Analysis performed according ND / Auanu3s nposenen mo HJI: IT N011252/01-160123

4 Disintegration /
Pacnapaemoctb

05 min 51 sec/ 05 muH 51 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopeHue

99% To 101 %

101 % to 103 %

Not less than 70% (Q) of Ci3Hjs0s
(Ibuprofen) after 30 min /

He wmemee 70 % (Q)
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHyNO-
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramon) yepe3s 30 MuH

Ci3H 50

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IHoxrorosneno: IIposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosogutesns
Ankit / Maurya O Manoj Kumar -

Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023 Harta: 28.12.2023 Hata: 28.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoykanu®, TabierkH, NOKPHITHIE IJIeHOYHOI 060104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2302491 Batch Quantity / O6sem naprun : 767.20 Kg

040002359660

Analytical Report No / AnanuTHdeckHuii ordyer No :

Date of Analysis / /laTta ananu3a: 28.12.2023

Date of Manufacture / Jlata npoun3soacrea : 12/2023

Date of Expiry / Cpok rogaocru : 11/2028

Analysis performed according ND / Ananns nposenen no H/I: [IN011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PopcTBeHHBIE PUMECH 0.0001% - not more than 0.005 % /
Method 1/ Meron 1 4-amuHOGEHON (IpUMECh NapaleTamoa)
- He 6osee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast eIMHUYHAs TpHMeECh
(ubynpodena uaM mnapaleramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Mertog 2)
- He 6oinee 0,7 %
9 |Water/Boga 1.3% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpogyKT cooTBeTCTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: ITposepeno: Santosh Kumar | Opobpeno: Menemkep / PykoBogurens
Ankit / Maurya Manoj Kumar 4

= [
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| MoykianH®, TabaeTKH, NOKPLITLIE NIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302491

Batch Quantity / O6bem napruu : 767.20 Kg

040002359660

Analytical Report No / AHanuTH4Yeckuii oTueT Ne :

Date of Analysis / lata ananusa: 28.12.2023

Date of Manufacture / lata npoussoacrsa : 12/2023

Date of Expiry / Cpok rogHocrs : 11/2028

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

10 |Uniformity of dosage

units /

OnHOpOAHOCTD Acceptance value (AV) should be not

JO3HPOBAHHS 1.2 more than 15.0 /

- Ibuprofen /ubynpocden IToxasartens npuemaemocts (AV) 10/DkeH
OBITE He Gonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaneramorn more than 15.0 /
IMoxasarens npuemnemocty (AV) nomxeH
ObITB He Gonee 15,0

11 |Microbiological purity /

Muxkpobuosnoruyeckas

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee yucio

a9poOHBIX

MHUKPOOPTaHH3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1ee uncio

JPOXOKEBBIX U

IUIECHEBBIX PUOOB

¢) E. coli NA Shall be absent in 1g / OtcyrcrBHE B

1r

Remarks : The Product conforms to ND/
I pumeuanne: [Iponykt coorBercryer TpeGosanusm HJ[ | 3akmouenue: OTIOBPEHO

Opinion : APPROVED

Hara: 28.12.2023

Hata: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorornexo: R [Iposepeno: Santosh Kumar | Opo6peno: Menemkep / PykoBoauTens
Ankit | Maurya Manoj Kumar - /M

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":0
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykanu®, TabJeTKH, NOKPLIThIE MJIEHOYHOH 000a0ukoii, 400 mr + 325 mr
Batch No / Cepus Ne : V2302491 Batch Quantity / O6bem mapruu : 767.20Kg
Analytical Report No / AnasuTudeckuii oryer No : Date of Analysis / /laTa ananuza: 28.12.2023
040002359660
Date of Manufacture / /lata mpousBoactsa : 12/2023  |Date of Expiry / Cpok rogaocry : 11/2028
Analysis performed according ND / Ananms npoBegen mo HJI: [1 N011252/01-160123
12 |Assay/ 395.9 mg/ 395.9mr From 360.0 to 440.0 mg of CisH;30:
Konuvectsennoe (Ibuprofen) per tablet /
onpeneseHne Ot 360,0 mMr no 440,0 mr C;sHisO:
(ubynpoden) B TabneTke
324.18 mg/ 324.18 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CsHoNO,
(napaueramo) B TabyeTKe
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. / Ilo 10 |in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nucrep. ITo 1, 2 wnu 20 Gnuctepos B
Onucrepy B TNAuky KapTOHHYIO |Mayky KapTOHHYIO BMeECTE c
BMECTE C  MHCTPYKUHEH MO |HHCTpPYKUHEH MO NPUMEHEHHUIO.
NpUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorercTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue IIpu Temnepatype He Bbilue 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
roJHOCTH

* 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 NPOU3BOAUTEIEM ITPU
BEINYCKE NMEPUOAMYECKU: AN Kaxaoh 20-oif cepun win He MeHee 1 pasa B roj. [lokazaTens MOXeT OBITh
HE BKJIIOUEH B cepTU(HKAT aHaIu3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusiM HJT

Opinion : APPROVED
3akmoyenne: OJIOGPEHO

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroropneHo: X ITpoepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykopogurens
Ankit | Maurya Manoj Kumar /1‘

- = ( L
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTkH, NOKPLIThIE NIEHOYHOH ofog0uKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302491 Batch Quantity / O6bem naptau : 767.20 Kg
Analytical Report No / Ananuruyeckuii orger Ne : Date of Analysis / [laTa anaau3a: 28.12.2023
040002359660

Date of Manufacture / JlaTa npon3soicrsa : 12/2023  |Date of Expiry / Cpox roasocrs : 11/2028

Analysis performed according ND / Auajnu3 npoBejieH ino HJI: ITN011252/01-160123

ﬁgi;iﬁi&l‘ﬂi) 1( @C (MHH): Ibuprofen / U6ynipoden Paracetamol / TTapanieramon
API manufacturer batch number /
Homep cepu NpOH3BOAUTEIS PIBM230386 0835/23-24, 0925/23-24
ADC:
FP Manufacturer API Batch
number /
Homep cepau cyGcTantun FEQAO00538 FEQA00566, FEQA00600
nponssoauTenas I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / | Limited, India / Conapa OxtuB India / Hlpu Kpuina
IIpoussoanTeas APC, crpana: ®apma Caiiencus Jlumuren, ®apmacsrotukaic JIta., Maaus
Nnnusa

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeuanue: [Tpoaykr coorsercrpyer Tpedosannsim HJL 3akmouenne: OJOBPEHO

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

I'ToarorosneHo: ﬁ\ 2 IIpoeepeno: Santosh Kumar | Omo6peno: Menemkep / Pykosoaurens

Ankit ‘" | Maurya ng Manoj Kumar 3
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