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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 1 0of 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yknua®, Tab1eTKH, NOKPBITHIE NJIeHOYHOI 060104K0ii, 400 Mr + 325 mr

Batch No / Cepuna Ne : V2400143

Batch Quantity / O6bem napruu : 769.55 Kg

Analytical Report No / Ananuruyecknii oTuer Ne :
040002421924

Date of Analysis / laTa ananu3za: 21.02.2024

Date of Manufacture / Jlata npousBoactsa : 02/2024

Date of Expiry / Cpox rognocru : 01/2029

Analysis performed according ND / Anann3 nposeaen no HJ[: I1 N011252/01-160123

No

Test / ITloka3arensb

Results/ Pe3yabTaThl

Specification / Hopma

1

Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TabneTkn
KAaIlCyJIOBUAHOH (DOPMBI, MOKPBHITHIE
IUICHOUHOM O0O0JIOUKO# OPaHXKEBOrO
L[BETA, C PUCKO} Ha OJHON CTOPOHE;
Ha TONMEPEUHOM paspese — SAPO
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets;, white or off-white
core at the cross-section. / TabmeTku
KaICyJNOBHAHOH  (QOpMBI,  ITOKPBITHIE
IUICHOUHOH  00O0JIOYKOH  OpaHXKEBOTO
[BETa, C PUCKOH Ha OAHOHM CTOpOHE; Ha
nioniepeyHoM paspese — AApo Oenoro Hin
o4ty 6eyioro UBeTa.

Identification /
IMognuHHOCTE

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) /
BpeMmeHa yepXHUBaHHS OCHOBHBIX ITHKOB
Ha XpoMaTorpamme HCTIBITYEMOTO
pacTBopa  JODKHBl ~ COOTBETCTBOBATH
BpPEMEHAM  YJAEpXKHBaHUS [HUKOB Ha
XpOMaTorpaMMe pAcTBOpa CTaHJapTHBIX
obpasuor ubynpodena M napaueraMmona
(paznen «KonuyectseHHOE
OIIpe/IeICHUEN)

Average tablets weight
CpenHsis Macca
tabnerok

969.2 mg / 969.2 Mr

From 9409 mg to 999.1 mg
(970.0 mg +3.0 %) /

Ot 940,9 MI IO 999.1 Mr
(970,0 mMr + 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoayKT cooTBeTcTBYeT TpeGoBannsam HJ | 3akiodenne: ONTOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroTornexo: & [Tposepeno: Rama Kant Onobpeno: Menemxep / Pykosogurenb
Ankit Ruﬂ A_ | Manoj Kumar m,—_.nj ,
Reprint Date:. Reprint Date: EAR o Reprint Date: "

Harta: 21.02.2024 Jara: 21.02.2024 Hara: 21.02.2024




Dr.Reddy’s ":’

S SR S U DI S . T
Hegdy's Lagoratories Lig

PRI

Formulation Unit-6

Vill. 1Khol, Malagarih Road, Baridi
Disth, Solan, H.R, 173 205, iNDi4

Tal 1 +G1 98166 5600102

CERTIFICATE OF ANALYSIS v diraddys.cam
CEPTUOHUKAT AHAJIN3A

Page20f 6/ Crp.2 u3 6

?roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxnaun®, Tab/1eTKH, NOKPHIThIE IIEHOYHO# 060J104K0i, 400 mr + 325 mr

Batch No / Cepust Ne ;: V2400143

Batch Quantity / O6bem naptun : 769.55 Kg

040002421924

Analytical Report No / AnanuTudeckuii oTyer Ne :

Date of Analysis / laTa ananusa: 21.02.2024

Date of Manufacture / Jlata npousBoacrsa : 02/2024

Date of Expiry / Cpok rogsoct : 01/2029

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

4 |Disintegration /
PacnamaeMocThb

07 min 10 sec/ 07 muH 10 cek

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
PacteopeHue

99% To 101 %

98 % to 101 %

Not less than 70% (Q) of C;3H ;30
(Ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3His0;
(ubynpoden) yepes 30 MHH

Not less than 70% (Q) of CsHyNO;
(Paracetamol) after 30 min /

He wmegee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 mun

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBanmsam HJI

Opinion : APPROVED
3akiouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarotosneHo: /ﬂ/ [IpoBepeno: Rama Kant Opnobpeno: Menemxep / PykoBoaurens
Ankit Q,md‘_. Manoj Kumar i

Reprint Date:. Reprint Date: > + Reprint Date: "

Jara: 21.02.2024

Hara: 21.02.2024

Hara: 21.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxanH®, Tab1eTKH, NOKPBIThIE MJIeHOYHOH 060/104K0MH, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400143

Batch Quantity / O6bem naptuu : 769.55 Kg

040002421924

Analytical Report Ne / AHanuTrndeckuii oryer No :

Date of Analysis / J/laTa ananmusa: 21.02.2024

Date of Manufacture / lata mpon3BoacTsa : 02/2024

Date of Expiry / Cpok rogaoctn : 01/2029

Analysis performed according ND / Auann3 nposesen no HJI: II N011252/01-160123

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PoncreeHHbIE HpUMECH - not more than 0.005 % /

Method 1/ Metoga 1 4-amuHOMeHOoN (MpUMECh apaleTaMmona)
- ge 6oiee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eNHHIYHAS NPHMECh
(ubynpodeHa uan mnapaneramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
CymmMa npumeceit (Mertog 1 + Meton 2)
- "e 6onee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IMpumeuanmue: Ilpoaykr coorBercTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Jara: 21.02.2024

Jarta: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
INoarorosnexo: IIpoeepeHo: Rama Kant r Ono6peHo: Menemkep / PykoBoayTens
Ankit ) Manoj Kumar '}Q, o
Reprint Date:. Reprint Date: il o Reprint Date: —

Jarta: 21.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TadaeTKH, NOKPBITHIE IUIEHOYHOI 00004K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400143

Batch Quantity / O6wem napruu : 769.55 Kg

Analytical Report No / Ananutudyecknii oryer Ne :
040002421924

Date of Analysis / JlaTa ananusa: 21.02.2024

Date of Manufacture / Jlata npoussoacTsa : 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Anasu3 npoeemen mo HJ/I: [1 N011252/01-160123

10 |Uniformity of dosage

units /

OOHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBaHMS L5 more than 15.0 /

- Ibuproten /ubynpoden IToxazarens npuemiemoctu (AV) nomken
ObITb He Ooee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napaneTamon more than 15.0 /
Iloxazatens npuemieMocTd (AV) 1omkeH
OBITEH He OoJee 15,0

11 [Microbiological purity /

Muxpo6uonornueckas

ypcroTa* NA

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

microbial count / He 6onee 1000 KOE/r

Obuiee yucno

a3pOOHBIX

MUKPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee uncio

JPOJOKEBBIX U

IJIECHEBBIX IPUOOB NA

c) E. coli Shall be absent in lg / OtcyTcTBUE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: [Ipoaykr cootBercTByeT TpeGosanusam HJl | 3axmouenne: ONOBPEHO

Prepared by /
IToaroroBneHo: ’
Ankit

Checked by /

Approved by: Manager/Executive/

IIpoBepeHo: Ram & Onobpeno: Menemxep / PykoBogutens
U,I:l. Manoj Kumar @L

Reprint Date:.
Hara: 21.02.2024

Reprint Date:

Hara: 21.02.2024

Reprint Date:
Hara: 21.02.2024




Dr.Reddy’s Q§°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bzidi,
Distt. Soian, H.P,, 173 205, INDIA
Tel : +81 98156 56001-02

wenvdrreddys.com

CEPTHDHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Tab/1eTKH, NOKPHITHIE J1€HOYHOI 000J104K0ii, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2400143 Batch Quantity / O6bem naptuu : 769.55 Kg
Analytical Report No / AnannTuvecknii oruer Ne : Date of Analysis / lata ananu3a: 21.02.2024
040002421924
Date of Manufacture / JIata npoussoacrsa : 02/2024  |Date of Expiry / Cpok rognoctH : 01/2029
Analysis performed according ND / Ananus nposeaen mo HJI[: [1N011252/01-160123
12 |Assay/ 397.8 mg/397.8 Mr From 360.0 to 440.0 mg of C;3H;s0;
KonuyecrenHoe (Ibuprofen) per tablet /
orpejieNeHne Or 360,0 mr po 440,0 mr CisHisOs
(ubynpoden) B Tabnerke
324.36 mg/ 324.36 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CgHoNO,
(mapaneramod) B TabneTke
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. / Ilo 10 |in a carton. / 1lo 10 tabnerox B [IBX/Al
tabnerok B IIBX/Al 6muctep. TTo 1 |6auctep. Ilo 1, 2 unu 20 6amcrepos B
fnictepy B MAyKy KapTOHHYIO |Mavky KapTOHHYIO BMECTe c
BMeCTe C  HHCTPYKIHEH 1O |MHCTpyKUMEH MO MPUMEHEHHIO.
NPUMEHEHHIO,
14 | Labeling / MapkupoBka| According to ND. / B coorBercteun ¢ HI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu temnepatype He Bbiwe 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
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. / [IpoBoguTCs IPOU3BOAUTENEM TIpH
BBIMYCKE IIEPHOJAMYECKH: s Kaxxnoi 20-oit cepuu uin He meHee 1 pasa B rof. Iloka3atens MoxeT OBITh
HE BKJIIOUEH B CEPTU(HHUKAT aHaIk3a GHUPMBI

217004507
vawdieddys.com

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykt cooTBeTcTByeT Tpebopanusam HJ[ | 3akmovenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarotoneHo: & IIpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTels
Ankit R \LLllﬂlJ: Manoj Kumar /k\)’:} In
Reprint Date:. Reprint Date: e Reprint Date: —
Jlata: 21.02.2024 Jara; 21.02.2024 Jara: 21.02.2024
‘o 3, Banjara thlls, Hyderabad - 500034, Telaingana, india

10 G900 2992, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaua®, TabeTKH, NOKPBITHIE MJIEHOYHOH 060104K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400143 Batch Quantity / O6sem naptuu : 769.55 Kg
Analytical Report No / Ananutuyeckuii order Ne : Date of Analysis/ lata anannsza: 21.02.2024
040002421924

Date of Manufacture / lata npoussoacrsa : 02/2024 | Date of Expiry / Cpok roasocts : 01/2029

Analysis performed according ND / Anayms nposegen uo HJI: [I N011252/01-160123

ﬁgi;:ﬁlg}ﬁz) li ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapaueramon
API manufacturer batch number /
Homep cepun npousBoaHTels PIBM230404 0883-23-24
ADC:
FP Manufacturer API Batch
number /
Homep cepui cy6cranmum FEQA00582 FEQA00650
nponszsoxures ['JId:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxtuB India / [lIpu Kpuurna
IIpom3erogurens A@C, cTpaHa: ®apma Caliencus Jlumuren, Oapmacwrotukanc JIta., Maaus
Wnpns
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootBeTcTBYET Tpebopanusam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: {\ IIposepeno: Rama Kant Onobpeno: Menemxep / PykoBogurelb
Ankit Al LJ‘ULE Manoj Kumar {g;;;‘ u :i
Reprint Date:. Reprint Date: M Reprint Date:
Hara: 21.02.2024 Hara: 21.02.2024 Hata: 21.02.2024
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