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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Ta61eTKH, MOKPHITHIE IIeHOYHO 000/104K0if, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302286

Batch Quantity / O6bem naptuu : 763.9Kg

040002331860

Analytical Report No / AnannTuyeckuii oryer Ne :

Date of Analysis / [laTa ananusa: 19.12.2023

Date of Manufacture / /lata npousBoacrsa : 11/2023

Date of Expiry / Cpok rogsocrs : 10/2028

Analysis performed according ND / Anasin3s nposeaen mo HJ: [1N011252/01-160123

Ne Test / Iloka3zaTenb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaICyJOBUAHOU (OPMBI, TOKpPBITHIE
IJIEHOYHOH 000JI0UKOH OpaHKeBOTO
I[BETa, C PUCKOH HA OJHOU CTOPOHE;
Ha TIOMEpeYHOM paspe3e — SApO
Oenoro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBuaHOH  (OpMbl,  1OKPbITbIE
IUIEHOYHOUW  00O0JIOUKOM  OpaHKEeBOro
1IBETa, C PUCKOIl Ha OAHOH CTOpOHE; Ha
TonepevHoM paspese — sAapo 6esnoro uiu
oYty OeJsioro UBeTa.

2 |Identification /
ITognuuBOCTH

Complies as prescribed/
CoOOTBETCTBYET

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 yaep)KHBaHUS OCHOBHBIX MHKOB

Ha XpoMaTorpaMme HCITBITYEMOTO
pacTBopa  JOJDKHBl  COOTBETCTBOBAaThb
BpEMeHaM  YJIepXKHMBaHUs MHKOB Ha

XpoOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasuoB ubynpodeHa u Napaueramona

IIpumenanne: [TpoaykT cooTBCTCTRYCT TpeboraHmam 1L

(paznen «KoJIn4eCcTBEeHHOE
OIpeAeIICHUER)
3 |Average tablets weight 970.8 mg/970.8 Mr From 9409 mg to 999.1 mg
Cpennss macca (970.0 mg + 3.0 %) /
TabJeTOK Or 940,9 wmMr jgmo 999,11 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: QIOBPEHO

Hata: 19.12.2023

Hata: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBiieHo: [TpoBepeno: Rama kant Ono6peno: Menemxep / Pykosoaurens
Ankit A M Amit Kumar [\,‘.._:'j;,-

Sl N
Reprint Date:. Reprint Date: ' Reprint Date:

Jata: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +01 40 4900 2000, Fax: +91 40 4900 2999, Email: mail@drreddys.com

Clid: LE5185AP1E34PLCOOASDY
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moy kanu®, Tabs1eTKH, HOKPbIThIE IIEHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2302286

Batch Quantity / O6wem naptum : 763.9Kg

040002331860

Analytical Report No / AHaauTHYecKMii oTyer Ne :

Date of Analysis / laTa apaausa: 19.12.2023

Date of Manufacture / laTta nponssoaersa : 11/2023

Date of Expiry / Cpok rognocrn : 10/2028

Analysis performed according ND / Anann3 nposesen no HJI: [T N011252/01-160123

4 |Disintegration /
PacnamaeMocTb

06 min 15 sec/ 06 muH 15 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PacteopcHue

100% To 105 %

98 % to 106 %

Not less than 70% (Q) of Cj;Hi302
(Ibuprofen) after 30 min /

He wmenmee 70 % (Q) CiHis0:
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CzHoNO>
(Paracetamol) after 30 min /

He wMenee 70 % (Q) CsHoNO;
(mapaueramonn) depe3 30 MuH

Remarks : The Product conforms to ND/
Npumeuanue: [Tpogykr conreteTByeT TPehnranwam HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Reprint Date:.
Hara: 19.12.2023

Reprint Date:
Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBaeHo: [TpoBepeno: Rama kant Onobpeno: Menemxep / PykoBoautenb
Ankit Amit Kumar - hlt®

A Qulct pe=

Reprint Date:

Jarta: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +01 40 4300 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauu®, Tab1eTKH, NOKPHITHIE IIEHOYHOI 060/104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2302286

Batch Quantity / O6bem naptun : 763.9Kg

040002331860

Analytical Report No / AnanuTH4yecknii oryer Ne :

Date of Analysis / laTa anaau3a: 19.12.2023

Date of Manufacture / lata npoussoacrsa : 11/2023

Date of Expiry / Cpok rogsoctn : 10/2028

Analysis performed according ND / Ananu3s nposegen mo HJI: ITTN011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

Ipumenanue: [Tpoaykr cooTBeTcTBYCT TpcOoBaHHAM [1]1

PoncTBeHHbIE IPUMECH - not more than 0.005 % /
Method 1/ Meton 1 4-amunoGeHo (MpUuMech napaleramona)
- He 6outee 0,005 %
Method 2 / Meron 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €AVHUYHAS NpPUMECH
(ubynpodeHa wiH napaueTaMmosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
- He bonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Jaxmouenne: QJOBPEHO

Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBieHo: [TpoBepeno: Rama kant OnobpeHo: Menemxep / PykoBoauresb
Ankit Amit Kumar -\

Reprint Date:. Reprint Date: ‘ Reprint Date: i

Hara: 19.12.2023

Jara: 19.12.2023

Recistered Office: 8-2-327, Road Ne, 3, Banjara Hilis, Hyderabad - 500054, Telangana, india

Tel: #9091 40 4900 2800, Fax: +

Cin:

wenarreddys.com

899, Ernail: mailidldrreddys.com
WP18SAPLCODA50T
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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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykanu®, TabieTKH, MOKPbITHIE IIJIeHOYHO# 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302286

Batch Quantity / O6bem naprau : 763.9Kg

Analytical Report No / Ananutudeckuii oryer No :
040002331860

Date of Analysis / [laTra ananusa: 19.12.2023

Date of Manufacture / laTa nponssoacrsa : 11/2023

Date of Expiry / Cpox rogsocrn : 10/2028

Analysis performed according ND / Ananun3s nposeaen mo H/I: 11 N011252/01-160123

10 |[Uniformity of dosage

units /

OnHOpOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHUS 1.7 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazatens npuemiieMocTd (AV) 1omkeH
OBITH He Oonee 15,0

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

napaueTaMmon more than 15.0 /
Ilokasarens npueMaeMocTd (AV) nojpkeH
ObITh He OoJiee 15,0

11 |Microbiological purity /

Mukpoburonoriueckas

ypcroTa*

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

microbial count / He 6onee 1000 KOE/r

O61ee yncio

a’poOHBIX

MEKpPOOPTraHU3MOB

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

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

/ Obuiee yucno

JPOAOKEBBIX U

JIECHEBBIX TPUOOB

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumenanue: [poayxr cootperctpyet Tpebonanusm 117 | 3akmodenne: ONOBPEHO

Hata: 19.12.2023

Hara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToproToneHo: IIpoBepeHo: Rama kant OnobpeHo: Menemxep / Pykopoaurens
Ankit ﬁ/‘ U—Lj— Amit Kumar g

> 4 —
Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 19.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabneTKH, HOKPBIThIE NIEHOYHOH 000104K0#, 400 Mr + 325 mr
Batch No / Cepnst Ne : V2302286 Batch Quantity / O6bem naptuu : 763.9Kg
Aanalytical Report No / AHanHTHYecKHii oTyeT Ne : Date of Analysis / JlaTa ananu3za: 19.12.2023
040002331860
Date of Manufacture / lata npoussogcrea : 11/2023 | Date of Expiry / Cpok rogsocts : 10/2028
Analysis performed according ND / Ananu3 nposenen mo H/I: IT1 N011252/01-160123
12 |Assay/ 402.4 mg/402.4 mr From 360.0 to 440.0 mg of Ci3sH;s0;
KonuyectsenHoe (Ibuprofen) per tablet /
oTpeeNeHne Ot 360,0 mr mo 440,0 mr C;3sHisO;
(ubynpocden) B TabneTke
320.90 mg / 320.90 mMr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO;
(napaneramolt) B TabJeTke
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. / [lo 10 |in a carton. / [To 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nuctep. o 1, 2 unu 20 6auctepoB B
Onycrepy B Tauky KapTOHHYHO |mMadky KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKIMEH 00 |HHCTPYKLUHEH MO NPUMEHEHHUIO.
IPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B coorserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
FOHOCTH

* 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. / [IpoBonuTcsi TpoH3BOAUTENEM TIPU
BBINYCKE IIEPHOAMYECKH: JUI Kakaoi 20-0# cepur win He menee 1 pasa B rof. [Tokasarenb MOXeET ObITh
He BKJIIOYEH B CepTU(UKAT aHATH3a QUPMBI

Remarks : The Product conforms to ND/
Mpumeaaune: [pogykr cootneternyeT Tpsboparmin [1]]

Opinion : APPROVED
Inkmoaonme: QOTORPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoarotorneHo: [Ipoeepeno: Rama kant Onobpeno: Menemxep / PykoBogurenb
Ankit ﬁ/ @‘“l Amit Kumar [\(; —

/P ;

: / \ /
Reprint Date:. Reprint Date: ' Reprint Date: '
Hara: 19.12.2023 Jara: 19.12.2023 Hara: 19.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTKH, NOKPbIThIE IIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302286

Batch Quantity / O6bem mapTiu : 763.9Kg

040002331860

Analytical Report No / AHaauTHuecknii oTyer Ne :

Date of Analysis / [laTa araau3za: 19.12.2023

Date of Manufacture / /lata mpon3poacrtsa : 11/2023

Date of Expiry / Cpok rogHocTH : 10/2028

Analysis performed according ND / Anann3 nposeaes mo HJI: 11 N011252/01-160123

API name (INN) /
HanmenoBaune A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepuH mpon3BOAHTEJIS
ADC:

PIBM230358

0323/23-24

FP Manufacturer API Batch
number /

Homep cepun cyocTaHunH
npoussoautens I'JID:

FEQA00452

FEQAO00438

API Manufactured by & country /
Ipoussoaurteap ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caitencus Jlumuren,
HUupus

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuirxa
®apmackrotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrorosieHo: [TposepeHo: Rama kant Omobpeno: Menemkep / PykoBoaurenb
Ankit Amit Kumar ™

(- fiud P
Reprint Date:. Reprint Date: Reprint Date: -
Hara: 19.12.2023 Hata: 19.12.2023 Jata: 19.12.2023

Tweristered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 20 4500 2999, Email: mail@drreddys.com
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