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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarn Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Page10of5/Crp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabaeTkH, NOKPbIThHIE M1eHO4YHOH 000/104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400745

Batch Quantity / O6nem napruu : 765.75 Kg

040002525723

Analytical Report No / AnanuTuuyeckuii oryer Ne :

Date of Analysis / [lata anamsa: 21.05.2024

Date of Manufacture / lata npousBoacrea : 04/2024

Date of Expiry / Cpok roanoct : 03/2029

Analysis performed according ND / Anann3s nposeaen no HJ/I: I N011252/01-160123

Ne  |Test/ Iloka3zarenn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |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../  Tabnerku|core at the cross-section. / Tabnerku
KancyNOBHAHOX (GOpPMBI, TOKPHITHIC |KANCYTOBUAHOH  GOPMBI,  ITOKPBITHIE
IJICHOYHOH 000JI04YKOH OpaHXKEBOro [IEHOYHOH  000JIOYKOH  OpaHXeBOro
1IBETa, C PUCKOH Ha OJHOH CTOpOHE;|LBE€Ta, C PUCKONH Ha OJHOH CTOpOHE; Ha
Ha [OMEpEeYHOM paspe3e — SALPo|momepedHoM paspese — sapo 6enoro uiau
Henoro 1BeTa. noytH O€JIoro LBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTD CoOoTBeTCTBYET 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 yaepxMBaHUsI OCHOBHBIX MAKOB
Ha XpomarorpaMmme HCIBITYEMOTO
pacTBOpa  JO/KHBl  COOTBETCTBOBATbH
BpEMEHaM  YAEpXHBaHUS IHKOB  Ha
XpoMaTorpaMMe pacTBopa CTaHAApTHBIX
obpasuoB ubynpodeHa u mnapareramona
(pazmen «KonriecTBeHHOe
OIIpENIEICHHEY)
3 |Average tablets weight 972.2 mg/972.2 Mmr From 9409 mg to 9991 mg
Cpenusis Macca (970.0 mg +3.0 %) /
Tabaerok Or 9409 wmr 1o 999,1 MT
(970,0 mMr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cootercTByeT TpeboBanuam HIT | 3akmoyenne: OJOBPEHO

Prepared by /

[Monrorosneno Rama
o Rl

Checked by /
[TpoBepeno: Pardeep Kumar

=

Approved by: Manager/Executive
/Onobpeno: Meu
Pykosoautens Aphishek Chauhan

Reprint Date:
Jlata: 21.05.2024

Reprint Date:
Hara: 21.05.2024

Reprint Date:
Jara: 21.05.2024
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wyw.direddys.con

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 2 of 5/Crp.2 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabieTKH, NOKPBITHIE ILIEHOYHOH 060104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400745

Batch Quantity / O6bem naptuu : 765.75 Kg

040002525723

Halyﬁcal Report No / AnanuTuyeckuii oryer Ne :

Date of Analysis / JlaTa ananu3a: 21.05.2024

Date of Manufacture / /laTta npouzBoactsa : 04/2024

Date of Expiry / Cpok roanocts : 03/2029

Analysis performed according ND / Auasns nposegen nmo H/I: TI N011252/01-160123

4 |Disintegration /

07 min 17 sec/ 07 mun 17 cex

Not more than 30 min /

0.001%

Pacnapaemocth He 60omnee 30 MuH
5 |Dissolution / 97 % To 104 % Not less than 70% (Q) of C;3HisO:
PacTBopeHue (Ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHiOr
(ubynpoden) uepes 30 MuH
100 % to 102 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) GCsHoNO;
(napaneramou) yepe3 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

Hpumcuannc: [poaykr cooTBereTByCT Tpebopaimam 111

PoncTBenHble TPUMECH - not more than 0.005 % /
Method 1 / Meron 1 4-amunodeHo (pUMech napaneTamona)
- He 6oiee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meton 2 0.04 % Jro6as eAMHUYHAs TIPUMEChH
(ubynpodena unu mnapaueramosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /
He 6oiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJOBPEHO

Prepared by /
[MToarorosneno Rama

Kant W

Checked by /
[Tpoeepeno: Pardeep Kumar

el =

Approved by: Marjager/Executive
/Onobpeno: Menejmaep /

W

Reprint Date:
Hara: 21.05.2024

Reprint Date:

PykoBoautens A&:h-ijlfk/?hauhan

Reprint Date:
Hata: 21.05.2024

Registered Office

Tel: +41 40 4200 2900,

Hara: 21.05.2024

a. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Rcad, Baddi,
Disit. Soian, H.P., 173 205, IpNDIA
Tel: 491 981656 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page3 of S/ Crp.3 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykanu®, TabeTKH, IOKPLIThIE NJIEHOYHOI 060/10uK0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400745

Batch Quantity / O6bem napruu : 765.75 Kg

Analytical Report No / Auanmurudyeckuii oryer Ne :
040002525723

Date of Analysis / lata anann3a: 21.05.2024

Date of Manufacture / JlaTta nponsBoacrtsa : 04/2024

Date of Expiry / Cpok rogsoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaen no HJ: I1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOIHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUS 1.0 more than 15.0 /

- Ibuprofen /ubynpoden IToxazaTens npuemaeMoctu (AV) Ho/bKeH
ObITh He Goee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napauneTaMmort more than 15.0 /
IToxazaTens npuemneMoctd (AV) nosmkeH
ObITH He Oouee 15,0

11 |Microbiological purity /

Miuxpobuonorudeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee uucno

a3poBHBIX

MHKPOOPTraHU3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucio

OPOMOKEBBIX U

IIJIECHEBBIX TpHOOB

c¢) E. coli NA Shall be absent in 1g / OrcyrcTBHE B
It

Remarks : The Product conforms to ND/
IHpumeuanne: Ilpoaykt cooTBeTcTBYET TpeOGoBaHusaM HJT

Opinion : APPROVED

3aximouenue: Q0]

GPEHO

Prepared by /
Iloarorosneno Rama
Kant

Ayt

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Mang
/Ono6peHo: Mene,

PyxoBoautens Abljishek Ch:

ep /

iger/Executive

uhan

Reprint Date:

Reprint Date:

Hara: 21.05.2024

Reprint Date:
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Dr.Reddy’s ":‘

. Reddy's Laborateries Lid
Forimulation Unit-6

Vill. Khol, Nalagarh Road, Badid,
Distt, Solan, #.P., 173 205, !NDI;\
Tel: +91 981656 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A Page4 of S/ Crp.4 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6oykanu®, Ta61eTKH, NOKPHITHIE IJIEHOYHOI 060/104K0¥H, 400 mr + 325 mr
Baich No / Cepua Ne : V2400745 Batch Quantity / O6bem mapTuu : 765.75 Kg
Analytical Report No / Aranurudeckuii otyer Ne : Date of Analysis / /laTa ananusa: 21.05.2024
040002525723
Date of Manufacture / Jlata npon3soicrsa : 04/2024 Date of Expiry / Cpok rognocts : 03/2029
Analysis performed according ND / Anasnn3 nposeaen no H/I: ITTN011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;50,
KonuuecTeeHHoe (Ibuprofen) per tablet /
omnpesiesieHue 397.6 mg/ 397.6 Mmr Ot 360,0 mr no 440,0 mr C;3sHis0,
(ubynpoden) B Tabnerke
From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
328.10 mg/ 328.10 mr Ot 292,5 mr go 357,5 mr CsHoNO,
(mapaueramon) B TabeTke
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 6nuctep. [To 1 |6nuctep. Ilo 1, 2 umu 20 6aucrepoB B
OnucTepy B Ma4yKy KAapTOHHYHK |Mauky KapTOHHYIO BMECTe c
BMECTe €  MHCTpYKUMe#l 1O |HHCTPYKLHEH 110 MPUMEHEHHIO.
TPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootserctBuu ¢ HL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHnue I1pu Temneparype He Bblue 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
TOHOCTH

* 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. / [IpoBOAUTCS IPOU3BOAUTEEM IIPH
BBITYCKE TEPUOJMYECKH: Ul Kaxaoi 20-0it cepuu unu He MeHee 1 pasa B rof. ITokasarenb MOXET OBITh
He BKJIOYEH B CepTH(UKAT aHATHU3a GUPMBL

GRS SRR ol T Y R Y Neaid By 2 Py BT . by SENDAL
agigiersg Offic nNo. 2, HBe ; vderabad - 5000246, T

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorsercTyeT TpeGopanusam HJ[ | 3axuouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manpger/Executive
[ToarotoBneno Rama ITposepeno: Pardeep Kumar | /Ono6peno: Menejokep /

Kant T ei/,/ Pyxosoautens Abhishek Chanhan
Reprint Date: ' Reprint Date: Reprint Date: \
Jlara: 21.05.2024 Hata: 21.05.2024 Jara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

PageS of 5/Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykaun®, TabneTKkH, NOKPhIThIE MIeHOYHOH 0601049K0i, 400 Mr + 325 mr

Maésl. N

Batch No / C'c'{i'“ﬂ Ne : V2400745

Batch Quantity / O6nem naprun : 765,75 Kg

040002525723

Analytical Report No / AHanmuTuyeckuii order Ne :

Date of Analysis / /laTa ananu3a: 21.05.2024

Date of Manufacture / JlaTa npouspoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Ananu3 nposenen no HJI: [1N011252/01-160123

API name (INN) /

Hanmenopanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaieramon
API manufacturer batch number / PIBM230460 1163/23-24, 1167/23-24
Homep cepuu npouspoautes ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGeTaHIMH FERA00049 FERA00084, FERA00085

npousBoautes L'JIP:

API Manufactured by & country /
IIpoussogurens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiencus Jlumuren, Munus

Sri Krishna Pharmaceuticals
Ltd., India / 1ipu Kpuiuna
®Oapmacstotukanc JIta., Maaus

Remarks : The Product conforms to ND/

IIpumevanne: [IpoaykT cooreercTByeT TpeboBaHusM HJL
Prepared by / Checked by /

IloarorosneHo Rama [IpoBepeHo: Pardeep Kumar

Kant W f
Reprint Date: : Reprint Date:

Hara: 21.05.2024 Hata: 21.05.2024

Opinion : APPROVED
3akauenue: OJJOBPEHO
Approved by: Mapager/Executive
/Onobpeno: Mengnixep /
PykoBoaurens his@auhan

Reprint Date:
Jlara: 21.05.2024

| Io Bar 1 Fillls, Hydeabad - 50002 aneonz. India




