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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabneTKU, NOKPLITHIE NIEHOYHOH 000J109K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301349

Batch Quantity / O6bem naptun : 776.000 Kg

040002060165

Analytical Report No / AHanuTH4ecKkuii oT4eT No :

Date of Analysis / [laTa anasiu3za: 28.08.2023

Date of Manufacture / laTta npon3soactsa : 07/2023

Date of Expiry / Cpok rogroctn : 06/2028

Analysis performed according ND / Ananu3 nposeaen no HJI: I1N011252/01-160123

Ne  |Test / Iloka3aTein

Results/ Pe3yasTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TaGnerku
KaICYJIOBUAHOU (OPMBI, MOKPHITHIE
TJIEHOUHOH 060JI0UKOl OpaHIXEeBOro
[[BETa, C PUCKOM Ha OJHOH CTOpOHE;
Ha IIONEPEYHOM paspese — sapo
6enoro 1Bera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerxu
KalCyJIOBHAHOHA  (QOPMBL,  MOKPBITHIE
IUTEHOYHOM  00OJIOUKOH  OpaHkKeBOro
1[BETa, C PUCKOW Ha OIHOW CTOPOHE; Ha
HOHepedHOM paspese — sapo Oenoro wim
nourtu 6eyoro UBETA.

2 |Identification /
TMomnuHHOCTE

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 ynepuUBaHUsl OCHOBHBEIX NMHKOB

Ha Xpomarorpamme HCHBITYEMOI'O
pactBOpa JOJIKHBI COOTBETCTBOBATH
BpEeMEHaAM YACPXKUBAHUSA IITMKOB Ha

XpoMarorpaMMe pacTBOpa CTaHJapTHBIX
obpasuor ubynpodeHa W mapalieTamona

(pazmen «KonuuecTBeHHOE
OIpeNeIIEHHEN)
3 |Average tablets weight 971.5mg/971.5 mr From 9409 mg to 9991 mg
Cpenssis Macca (970.0 mg £ 3.0 %)/
TabjeTok Or 9409 wmr gm0 999,1 MTI

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

Jara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosJeHo: [Ipoeepeno: Santosh Kumar Ono6peno: Menemkep / PykoBoautens
Noor Mohap;%md Maurya Abhishek ChauhanL/
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TablieTKH, MOKPBIThIE IIEHOYHO#H 00010uK0ii, 400 mr + 325 mr

Batch No / Cepus Ne

1 V2301349

Batch Quantity / O6wem napruu : 776.000 Kg

040002060165

Analytical Report No / Anagurndeckuii oryer Ne :

Date of Analysis / laTta anannza: 28.08.2023

Date of Manufacture / Jlata npoussoacrsa : 07/2023

Date of Expiry / Cpok rogHocts : 06/2028

Analysis performed according ND / Ananus nposesnen mo HJI: 11 N011252/01-160123

4 |Disintegration /
PacnamaeMocTb

07 min 05 sec/ 07 muH 05 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
Pacteopenue

97 % To 99 %

98 % to 101 %

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

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

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(maparnieramod) yepes 30 MUH

Ci13H150,

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusam HJL

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Jata: 09.11.2023

Hara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosieHo: [Tposepeno: Santosh Kumar Ono6peno: Menemgep / Pykosoauress
Noor Mohalwd Maurya (}}’\ Abhishek Chauhan
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, Ta6/1eTKH, NOKPLITHIE IEHOYHOH 000/104K0#, 400 mr + 325 Mr

Batch No / Cepust Ne : V2301349 Batch Quantity / O6nem nmapTuu : 776.000 Kg
Analytical Report No / AHaauTHYecKHi oT4eT Ne : Date of Analysis / lata anamm3a: 28.08.2023
040002060165

Date of Manufacture / Jlata mpoussogcrtsa : 07/2023  [Date of Expiry / Cpok rognoctn : 06/2028

Analysis performed according ND / Anaau3 nposener mo HJI: [1N011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PoncTBeHHBIE pUMECH 0.0003% - not more than 0.005 % /

Method 1/ Merog 1 4-amunoteHon (mpuMech apaneTaMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jro6as eIMHAYHAS npuUMech
(ubympodena wiu mapaneraMolnia) - He
6ounee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

CymmMa mpumeceit (Meton 1 + Merog 2)
- "He 6onee 0,7 %

9 |[Water/Bona 1.5% Not more than 5.0 % /
He 6oiee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootBercrayer Tpebopanusam HJJ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosreHo: ITpoBepeHo: Santosh Kumar Ono6peHo: Menexgp / PykoBoaurens
Noor Mohamma Maurya (}:1 Abhishek Chauhan L \
5
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Jata: 09.11.2023 Hara: 09.11.2023 Hara: 09.11.2023

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: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":"

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIN3A

Paged4 of 6/ CTp.4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6/1eTKH, IOKPLITHIE NIEHOYHOI 06010uKo0k, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301349

Batch Quantity / O6bem napthu : 776.000 Kg

Analytical Report No / AnanuTu4yeckuii orget Ne :
040002060165

Date of Analysis / JlaTa ananuza: 28.08.2023

Date of Manufacture / lata npoussoacrsa : 07/2023

Date of Expiry / Cpox roguoctn : 06/2028

Analysis performed according ND / Auanun3 nposeaen no HJI: [1N011252/01-160123

¢) E. coli

10 |Uniformity of dosage
units /
OnHOpOOHOCTD Acceptance value (AV) should be not
JO3UPOBAHHUS 1.4 more than 15.0 /
- Ibuprofen /ubynpoden INoxazarensb mpuemyieMocTd (AV) nomkeH
OBITE He Houee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napalneTamon more than 15.0 /
IMoxasarenp npuemiieMocTd (AV) TomkeH
OBITE He 6osee 15,0
11 |Microbiological purity /
Mukpobuonorudeckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6uiee uucno
aspobHBIX
MHKPOOPTraHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee 4ucio
JIPOXIKEBEBIX U
NJIECHEBBIX TPUOOB NA

Shall be absent in 1g / OtcyrcTBUE B
lr

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cootsercTsyet Tpebopanusm HJI | 3akmoyenne: ONIOBPEHO

Opinion : APPROVED

Hara: 09.11.2023

Jara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: ITpoepeHo: Santosh Kumar Ono6peHo: Menejukep / PykoBogurens
Noor Mo}’lg‘;fmad Maurya gc-/ Abhishek Chauhat’\
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxann®, TabieTKH, IOKPBITHIE IJIeHO4YHOI 000104K0i, 400 mMr + 325 mr

Batch No / Cepus Ne : V2301349

Batch Quantity / O6bem mapTuu : 776.000 Kg

040002060165

Analytical Report No / AHaanTHuecKHii oTdeT Ne : Date of

Analysis / laTa ananmsa: 28.08.2023

Date of Manufacture / laTta npou3soactBa : 07/2023 | Date of

Expiry / Cpok roanocth : 06/2028

Analysis performed according ND / Ananns nposeae mo HJI: [IN011252/01-160123

12 |Assay/
KoniuecTBeHHOE
onpeneneHue

399.4 mg/399.4 mMr

325.46 mg/325.46 mr

From 360.0 to 440.0 mg of C;3H130s
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr C;3HizO;
(ubynpodeH) B TabneTke

From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 292,5 mMr go 357,5 mr CsHoNO,
(mapanieTamon) B TabneTKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [lo 10
tabnetok B [IBX/Al 6auctep. Io 1
OmucTepy B MadyKy KapTOHHYIO
BMECTe C  HMHCTPyKUMeHd 1o
IPHUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 ‘Tabnerox B ITBX/Al
onucrep. Ilo 1, 2 wnu 20 6nuctepos B
nauky KAPTOHHYIO BMECTE c
HUHCTPYKLHMEH M0 NPUMEHEHHIO.

14 | Labeling / MapkupoBKka

According to ND. / B cootsetctuu ¢ HJIL

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IMpu Temnepatype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
rOHHOCTH

* 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. / IIpoBoauTCs NPOM3BOAUTENEM NPU
BBINYCKE TEPUOAMUECKH: ISl Kaxcaoi 20-0i cepur Wiy He MeHee 1 pasa B rof. Ilokasatesib MOXeT ObITh
He BKJIIOYEH B cepTHOHKAT aHamu3a GUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusM H/I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITpoeepeHo: Santosh Kumar Ono6peno: Menemikep / Pykosoaurens
Noor Mo}lzqzmmad Maurya Abhishek Chauhan
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxauH®, TabaeTKH, IOKPHIThIE NUIEHOYHOH 000.104Ko0i, 400 mMr + 325 Mr

Batch No / Cepus Ne : V2301349

Batch Quantity / O6bem nmaptun : 776.000 Kg

040002060165

Analytical Report No / AnasnTuyecknif oryer Ne :

Date of Analysis / JaTa apanam3a: 28.08.2023

Date of Manufacture / Jlata npou3soacrsa : 07/2023

Date of Expiry / Cpox rognoctH : 06/2028

Analysis performed according ND / Ananus nposeaen mo HJI: I N011252/01-160123

API name (INN) /

Hanvenosanme A®C (VHH): Ibuprofen / 6ynpoden Paracetamol / [1apaueramon
API manufacturer batch number /

Homep cepun npou3BOgHTEJIS PIBM230150 5047/22-23

ADC:

FP Manufacturer API Batch

number / FEQA00218 FEQA00191

Homep cepun cy6cTaHIHU
npousBoaurtens I'JID:

API Manufactured by & country /
IMTpouseoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apma Caitencus Jlumuren,
J%03910% 8¢

Sri Krishna Pharmaceuticals Ltd.,
India / llIpn Kpumixa
®apmaceiotukanc JIta., Uanus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [TpoBepeHno: Santosh Kumar Ono6peHo: Meuemiep / PykoBogurens
Noor Mohaw/d Maurya Abhishek ChauhanL
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