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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykann®, TabaeTkn, NOKPLITLIE IIEHOYHOMH oboJroukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301249

Batch Quantity / O0vem naprau : 761.07 Kg

040001960521

Analytical Report No / Ananutugecknii oryer No :

Date of Analysis / laTa anaymza: 13.07.2023

Date of Manufacture / [lata npoussoacrsa : Jun.2023

Date of Expiry / Cpok roanocrn : May.2028

Analysis performed according ND / Anasius nposeaen o HI: IIN011252/01-160123

Ipumeuanne: Ipoagyxr COOTBETCTBYET TpeboBaHusaM H][

Ne | Test/ IMokasareas Results/ PesynasTaThl Specification / Hopma
1 [Description/ Onucanme |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../  TabmeTku|core at the cross-section. / Tabierku
KancynoBUAHOH (OpPMBI, MOKDLITLIE|KANCYNOBHAHON — (OPMBI,  MOKPBITBIE
TIEHOYHOH 060JI04KOH OpaHXeBOro|IJIEHOUHOH  060JI0YKOM OPaHXEBOTO
UBETa, C PUCKOH Ha OZHOW CTOpOHE;|lBETa, C PUCKON Ha OJHOH CTOpPOHE; Ha
Ha TMONEpEYHOM pa3pe3e — SApo|NONepeyHOM paspese — SApo 6enoro uim
6enoro 1BeTa. no4TH 6eoro usera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlogmuHHOCTD 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 ynepxuBaHUS OCHOBHBIX MHKOB
Ha XpoMaTorpaMmme UCTIBITYEMOIO
pacTBopa  JOJDKHBI  COOTBETCTBOBATh
BPEMEHAM  YIEp)XHBaHHWA IIMKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHIaPTHBIX
obpasioB ubynpodeHa W napaieramona
(paznen «KonugyecteeHHoe
ofpeaenenue)
3 |Average tablets weight 972.9 mg/972.9 Mmr From 9409 mg to 999.1 mg
Cpennsis Mmacca (970.0 mg +3.0 %) /
TabneTox Or 940,9 wMr Jo 999,1 M
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmrouenne: OJOBPEHO

Hata: 13.07.2023

Hara: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarotorneHo: ITposepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBoaurens
Ramakant Amit Kumar

N
Reprint Date:. Reprint Date: Reprint Date: J

Harta: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxknnu®, Tabaerkmn, NMOKPBITHIE IIJIEH0YHOH 060/10uK0ii, 400 mr + 325 mr

Batch No / Cepus Ne

: V2301249

Batch Quantity / O6nem napran : 761.07 Kg

040001960521

Analytical Report No / AnaauTruecknii oryer N :

Date of Analysis / {aTa anaansa: 13.07.2023

Date of Manufacture / Jlara npon3ssoacrea : Jun.2023

Date of Expiry / Cpok rognoctn : May.2028

Analysis performed according ND / Ananus nposesen no HJI: TIN011252/01-160123

Pacteopenue

100 % to 104 %

4 Disintegration / 07 min 26 sec/ 07 muH 26 cex  |Not more than 30 min /
Pacnagaemocts He 6onee 30 Mun
5 |Dissolution / 99 % To 101 % Not less than 70% (Q) of C;3H50,

(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(u6ynpoden) uepes 30 mun
Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmemee 70 % (Q)
(mapaueramon) yepes 30 MuH

Ci3H150,

CsHoNO,

Remarks : The Product conforms to ND/
Hpumeuanne: IMpoaykT cooTBeTCTRYET TpeboaHmsM HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /

IToarororneuo:
Ramakant %

Checked by /
ITposepeno: Pardeep Kumar

sl

P

Approved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBogurens

Amit Kumar
P

Reprint Date:.
Hara: 13.07.2023

Reprint Date:
Hara: 13.07.2023

Reprint Date:
Hara: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ubyxkann®, Tabaerkn, NOKPLITHIE IUIEHOYHOM 0060.J104k0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne

: V2301249 Batch Quantity / O6bem naprun : 761.07 Kg

040001960521

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / laTa ananusa: 13.07.2023

Date of Manufacture

/ Mata npoussopcrsa : Jun.2023  |Date of Expiry / Cpoxk rognocrn : May. 2028

Analysis performed according ND / Ananus mposeaen no HI: TIN011252/01-160123

6 |Related substances / -
PoncTeeHHble npumecn 0.0002%
Method 1/ Meron 1

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

4-aminoderon (mpuMech mapareramona)
- He 6onee 0,005 %

Method 2 / Meton 2 Below BDL (BDL= 6797) / Huxe |Any individual impurity (ibuprofen or
NI0pora perucTpauuu paracetamol) - not more than 0.3 % //
(I1P=6797) Jlrobas eV HUYHAs IpUMEChH
(ubynpodena wmu mnapaueramona) - He
ooiee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceit (Meton 1 + Merogx 2)
0.0002% - He 6onee 0,7 %
9 |Water/Boga 1.8% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanne: [Tponykr COOTBETCTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /

Checked by /

Hoarororneno: t IIposepeno: Pardeep Kumar
Ramakant @U’l’kﬂ/ [

Approved by: Manager/Executive/
Omo6peno: Menemxep / PykoBourens

Reprint Date:. '

Harta: 13.07.2023

Reprint Date:
Hara: 13.07.2023

Amit Kumar .
/l. o

Reprint Date:
Jara: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauu®, Ta61eTKH, HOKPbITHIE [LIEHOYHOT oboJ1oukoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301249

Batch Quantity / O6vem napTam : 761.07 Kg

Analytical Report No / AnaauTH4Yeckuii oryer No :
040001960521

Date of Analysis / laTa ananusa: 13.07.2023

Date of Manufacture / lara npomssoacrsa : Jun.2023

Date of Expiry / Cpok rogunocrn : May.2028

Analysis performed according ND / Ananu3 nposeaen no HJI: IT N011252/01-160123

¢) E. coli

10 |Uniformity of dosage
units /
OnHopoaHOCTS Acceptance value (AV) should be not
JIO3UPOBaHUS 1.3 more than 15.0 /
- Ibuprofen /ubynpoden okasatens npuemnemoctu (AV) nomken
65175 He 6onee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaueTamon more than 15.0 /
Ilokasarens npuemnemoct (AV) nomken
65ITh He 6onee 15,0
11 |Microbiological purity /
Muxkpobuonoruyeckas
yucrota*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6osee 1000 KOE/r
Ob1mee yncio
a’pobHBIX
MHKPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Obutiee uncino
JAPOXOKEBBIX U
IJIECHEBBIX IPHOOB NA

Shall be absent in 1g / OtcyrcTBue B
Ir

Remarks : The Product conforms to ND/
ITpumeyanue: [poaykr COOTBETCTBYET TpeboBaHusiM HJT

Opinion : APPROVED
3akaouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarororieHo; ITpoBepeno: Pardeep Kumar Omobpeno: Menemxkep / Pykosonutens
Ramakant Amit Kumar

@ﬂ"w; N
Reprint Date:. Reprint Date: Reprint Date:
Hara: 13.07.2023 Hara: 13.07.2023 Hara: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Ta61eTKH, NOKPLITHIC IIEHOYHOI 060a04Ko0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301249 Batch Quantity / O6nem naprun : 761.07 Kg
Analytical Report No / AHanuTHYecKHii oTyeT No : Date of Analysis / Jata ananu3za: 13.07.2023
040001960521

Date of Manufacture / lata npoussoacrea : Jun.2023 |Date of Expiry / Cpok rogmocrn : May.2028

Analysis performed according ND / Ananus nposegen no HJI: IT N011252/01-160123

12 |Assay/ 394.0 mg/394.0 Mmr From 360.0 to 440.0 mg of Cp;3H;30,
Konnyectsennoe (Ibuprofen) per tablet /
onpeneeHue Or 360,0 mr mo 440,0 mr C;3H;50,
(ubynpoden) B TabneTke
330.18 mg/330.18 mr From 2925 to 357.5 mg of CsHoNO,

(Paracetamol) per tablet /

Or 292,5 Mr no 357,5 mMr CsHoNO,
(napaueramon) B TabieTke

13 | Package / YnakoBka 10 tablets in PVC/AI 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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B [IBX/Al
Tabinerok B IIBX/Al 6ucrep. 1o 1 Gmmcrep. Ilo 1, 2 wmm 20 6amcTepos B
Giucrepy B maduky KapToHHYRO |mauky KapTOHHYIO BMeECTe c
BMECTe €  HMHCTPYKLUMEH MO |MHCTPYKUMEH MO MPHMEHEHHUIO.
TIPHMEHEHITIO.
14 | Labeling / Mapkuposka According to ND. / B cootBercteuu ¢ HJT.
15 | Storage conditions / At temperature not more than 25 °C. /

Xpanerue [Tpu Temnepatype ue Boie 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 net
TOJIHOCTH

* 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. / [TpoBomuTCst IpOM3BOAMTENEM MpH
BBINYCKE NEPHOAMYECKH: JUIS Kaknol 20-0if cepum WM He MeHee 1 paza B roa. Ilokazatens MoxeT OBITH
HE BKJIIOYEH B CEPTU(MKAT aHaIH3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: TIpoaykt cootsercTByeT TpeGoranuam HJ[ | 3axmouenne: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneno: IIposepeno: Pardeep Kumar | Ono6peno: Menenxep / Pykosogurens
Ramakant W ( Amit Kumar A o B

Reprint Date:, Reprint Date: Reprint Date:

Hara: 13.07.2023 Hara: 13.07.2023 Hara: 13.07.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkauu®, Tabaerkn, noOKpbITHIE MIEHOYHOM obosouroii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301249

Batch Quantity / O6vem napruu : 761.07 Kg

040001960521

Analytical Report No / AnaanTHueckHii oruer Ne :

Date of Analysis / JIaTa anasnusa: 13.07.2023

Date of Manufacture / lata npouspoaersa : Jun.2023

Date of Expiry / Cpok rogsocty : May.2028

Analysis performed according ND / Ananus nposenen o HJO: IIN011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /

PIBM230100 ,PIBM230101,

Homep cepun npoussoaurest PIBM230149 1307/22-23
ADC:

FP Manufacturer API Batch

number / FEQA00184, FEQA00185, FEQA00188

Homep cepuu cy6erannuu
nponssoautess I'JID:

FEQA00217

API Manufactured by & country /
IlpoussoauTens A®C, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus
®apma Caitercus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ulpu Kpumna
®apmacerotukanc JIta., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [IpoaykT cootsercTByeT TpeGosaruam HJI | 3akaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Togrororneno; ITposepeno: Pardeep Kumar Omo6peno: Menemxep / PykoBogurens
Ramakant ¢ Amit Kumar /&m\\\,._

Reprint Date:. Reprint Date: Reprint Date: '

Hara: 13.07.2023 Hara: 13.07.2023 Hara: 13.07.2023

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
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