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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 10f 6/ Crp. 1u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyraun®, Tabrerku, NOKPLITHIE IeHOYHOoM 060n0uKkoii, 400 mr + 325 mMr

Batch No / Cepna Ne : V2400311

Batch Quantity / O6bem naptan : 768.8 Ko

Analytical Report No / Auan
040002452251

HTHYECKHH oTyeT Ne :

Date of Analysis / laTa anasm3za: 26.03.2024

[Date of Manufacture / lata nponzsoncrsa : 02/2024

Date of Expiry / Cpok rogaocrn : 01/2029

Analysis performed according ND / Anannz nposeaen no HJ[: 11 N011252/01-160123

Ne  [Test/ HokazaTesn

Results/ PesynbraTss

Specification / Hopma

1 [Description/ Onmcanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KalNCynoBUAOHOA (DOPMBI, MOKPLITLIE
TIICHOYHOH 060JI0UKOH OpaHKeBoro
LIBETa, C PHCKOH Ha ONHOM CTODOHE;
Ha TMONEpeYyHOM paszpese — sApO
Henoro LpeTa. '

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Ta6GneTku
KalCyNOBHIHOH  QOpPMBI,  MOKpHITHIE
MIEHOYHOH  06oMouKoil  opamxeBoro

Bera, ¢ PUCKOH Ha OJHOH CTOpoHe; Ha
NOTIEPEYHOM paspese — sapo Genoro unm
NouTH Henoro useTa.

2 |Identification /
TlognuAXOCTL

Complies as prescribed/
CootrercTayer

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 yfiepUBaHHUA OCHOBHBIX HKOB
Ha XPOMATOrpaMme HCITBITYEMOrO
pacTBOpa  NOJDKHEI  COOTBETCTBOBATH
BpEMEHaM  YACpPXXUBAHHS [IMKOB Ha
XpOMATorpaMme pacTBOpPa CTaHHApPTHBIX
obpasuos ubynpodeHa u napaueramona

(paznen «KonuuecTBenHoOE
onpefienexHne)
3 |Average tablets weight 973.5 mg/973.5 Mmr From 9409 mg to 9991 mg
CpenHas Macca (9700 mg+3.0 %)/
TabieTok Ot 940,9 M- J0 9991 MT

(970,0 M £ 3,0 %)

Remarks : The Product conforms to ND/
Hpumeuane: Tponykt coaTReTaTayeT Tpefnramsm HT

Opinion : APPROVED
Jakamyenve: ONORPRHO

Prepared by /- Checked by / Approved by: Manager/Executive/
ToaroToBneHo: Ankit/? ITpoBepeno: Rama Kant Opnobpeno: Menemxep f PyxosoAutens

A Abhishek Chauhan .
Reprint Date:. “" | Reprint Date: | Reprint Date: i

Hara: 26.03.2024

Mara: 26.03.2024

Hara: 26.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
(HOyrman®, TabreTicn, DOKPLITHIE IIeH0YHOIT 060104K0iL, 400 Mr + 325 Mr

Batch No / Cepnsa Ne : V2400311

Batch

Quantity / O6bem napinu : 768.8 K

040002452251

Analytical Report No / Aranurrueckuii orger No :

Date of Analysis / JaTa anannsa: 26.03.2024

Date of Manufacture / Jlara npouzsogcrsa : 02/2024

Date of Expiry / Cpox rogunoers : 01/2029

[Analysis performed according ND / Anasius nposegen mo HJI: T1 N011252/01-160123

Pacteopenne

99 % to 102 %

4 Disintegration / 05 min 26 sec/ 05 mun 26 cex  [Not more than 30 min /
Pacnagaemocts. He 6onee 30 mun
5 |Dissolution / 100% To 101 % Not less than 70% (Q) of C,3H;50,

(Ibuprofen) after 30 min /
He wmemee 70 % (Q)
(u6ynpoden) uepez 30 Muu

(Paracetamol) after 30 min /
He menee 70 % (Q)
(mapaueramon) yepesz 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [poayir caorpercraycr tpeboBanuam HI[ | 3arwmoucane: OJOGPEIIO

Prepared by / Checked by / Approved by: Managef/Executive/,

Ioarorosneno: Ankit/f\ | Flposepero: Rama Kant Ono6peno: Menemkep / Pykosoghirens
ol W Abhishek Chauhan

Reprint Date:. - Reprint Date: N Reprint Date:

Hara: 26.03.2024 JlaTa: 26.03.2024 Hara: 26.03.2024

Fedistered Oific

ol 491

i

wengdrreddys,com

Ci13Hi50;
Not less than 70% (Q) of CsH.NO,

CsHyNO;
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CERTIFICATE OF ANALYSIS

Dr. Reday's Laboratories itd.
Formulation Unii-6

iiil. ikhol, flalagarh Road, Baddi,
Djstn, Solzn, 4P 173205, INDIA
0102

’

CEPTHOHKAT AHAJIU3A

Page3 of 6/ Crp. 3 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknua®, TabieTRH, NOKPLITHIE LIEHOYHOH 00010uK0i, 400 Mr + 325 Mr

Batch No / Cepua Ne: V2400311

Batch Quantity / O6bem maptan : 768.8 Kg

040002452251

Analytical Report No / AHanuTHYecKHii oT4yeT No :

Date of Analysis / laTa ananmuza: 26.03.2024

Date of Manufacture / laTa npousgoactsa : 02/2024

Date of Expiry / Cpok roguoctn : 01/2029

Analysis performed according ND / Ananns nposegen o HJ: [T N011252/01-160123

6 |Related substances /

N

4-aminophenol (paracetamol impurity)

PoacreenHeie mpumeck 0.001% - not more than 0.005 % /

Method 1 / MeTon 1 4-amunodeHon (MpUMeck napalieramMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracctamol) - not more than 0.3 % /
JIrobas eAMHUYHas npuUMech
(ubynpodeHa un¥ napaueTamona) - He
6once 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
CymmMa npumeceii (Metox 1 + Meton 2)
- He Gonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanune: TpoaykT cooTBeTcTRYET TpeboBaHusm HT

Opinion : APPROVED
3akmovenne: OJIOGPEHO

Hara: 26.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoBneno: Ankit ;1 [porepeno: Rama Kant Onobpeno: Menemke

1 [ﬁ*md'“ Abhishek Chauhan
Reprint Date:. ¥ Reprint Date: — \ Reprint Date:

Iara: 26.03.2024

| Hara: 26.03.2024




Dr.Reddy’s 'f‘

CERTIFICATE OF ANALYSIS

CEPTUDVIKAT ATAJIHBA

Page4 of 6 /CTp. 4 u3 6

- ... [Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

.. |A6yxauu®, Ta0NeTKH, MOKPbIThIE M1eH0YHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400311

Batch Quantity / O6bem mapTin : 768.8 Kg

Analytical Report No / Ananurndeckuii oTyer Ne :
040002452251

Date of Analysis / laTa anannsa: 26.03.2024

Date of Manufacture / Jlata nponssogersa : 02/2024

Date of Expiry / Cpox rogsocts : 01/2029

Analysis performed according ND / Anaau3 nposegen no HJI: TIN011252/01-160123

10

Uniformity of dosage
units /

OnHOopoRHOCTD
JO3UpOBAHUS

- Tbuprofen /ubynpoder

- Paracetamol/
napaueTamon

1.2

1.2

Acceptance value (AV) should be not
more than 15.0 /

Nokazarens npiemaeMocTi (AV) 1osmkeH
6bITh He Oonee 15,0

Acceptance value (AV) should be not
more than 15.0 / _
[Toxasatens npHemaeMocTH (AV) fomxeH
ObITh He Honee 15,0

11

Microbiological purity /
Mukpobronoryueckas
yucrora®

a) Tolal aerobic
microbial count /
Obuiee uucno
29pOOHBIX
MUKpPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Od1ee yucno
JPOAIKEBBIX 1
TIICCHERBIX TpHbOB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than S CFU/g /
Mesee 5 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be abseul in lg / OtcyrcTBHe B
ir L

Remarks : The Product conforms to ND/
IIpumeuanne: Ipoaykr coorsercrayer TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: ONOBPEHQ,

Hara: 26.03.2024

Hata: 26.03.2024

Prepared by / Checked by / Approved by: Manager/Efecutive/

[Noprotosnexo: < [lposepeno: Rama Kant Omobpero: Menemxep / Bykosoaufrests
?j /i Abhishek Chauhan :

Reprint Date:. : Reprint Date: : Reprint Date: '

JMara: 26.03.2024

Telangang, Indiz
5,20
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idy’s Laboratories Lt

i Unit6

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 50f 6/ CTp.5S 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HU6ykaHu®, Tabs1eTKH, MOKPLITHIE IIEHOYHOMH 060J104K0i, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400311 Batch Quantity / O6sem naprau : 768.8 Kg
Analytical Report No / Ananutndeckuii oraer No : Date of Analysis / lata ananusa: 26.03.2024
040002452251
Date of Manufacture / lata npon3ssogcrsa : 02/2024  |Date of Expiry / Cpok roguocth : 01/2029
Analysis performed according ND / Anaans nposeaen no HJI: [T N011252/01-160123
12 |Assay/ 397.9 mg/397.9 mr From 360.0 to 440.0 mg of C;3H 30,
KonuuecTaeHHOE (Tbuprofen) per tablet /
OTpeACACHHC Or 360,0 mr mo 440,0 mr C;3H;:0;
(ubynpoden) B TabneTke
322.63 mg/322.63 From 292.5 to 357.5 mg of CgHoNO;
MI (Paracetamol) per tablet /
Or 2925 mMr jgo 357,5 mr CgHoNO,
(napaueTamMol) B TabJeTKe
13 | Package / Ynakogka 10 tablets in PVC/AI 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 6macrep. [lo 1 {6nuctep. Tlo 1, 2 wnu 20 OnvcTepoB B
6nmucTepy B flauky KApTOHHYK |Mmadky KapTOHHYIO BMeEcTe c
BMECTE ¢  MHCTpYKUMEH [0 (WMHCTpyKUHEH [0 NpHMEHEHHIO.
NPUMEHEHHIO.
14 | Labeling / Mapkupoeka| According to ND. / B cooteerctenu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ilpn Temneparype He Boiue 25 °C.
16 | Shelflife / Cpox 5 years /5 net
rOIHOCTH
* 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 npoH3BOIUTENEM NPH
BLINYCKE HEepHOJUYECKH: [N Kaxuaoi 20-off cepum unu He MeHee 1 paza B rof. [TokasaTesns MoxeT ObITh
HE BKJIIOYEH B cepTUUKAT aHann3a GHPMBI
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr cootserctryer Tpebosanmnsm HI[ | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executiv
IToarotosnexo: Ankif(;i Alposepeno: Rama Kant Onobpeno: Meunemkep/s Pykosodiuress
¥ i tb‘,ﬁ\gt Abhishek Chauhan
Reprint Date:. . Reprint Date: TSN Reprint Date: J

Hara: 26.03.2024

Jata: 26.03.2024

Jara: 26.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykinn®, TabaeTky, NOKPLITHIE IJ1eHOYHOH 060.104K0ii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2400311

Batch Quantity / O6nem napri : 768.8 Kg

040002452251

Analytical Report No / Arannrudeckuii order Ne :

Date of Analysis / aTa anannsa: 26.03.2024

Date of Manufacture / lara npoussojersa : 02/2024

Date of Expiry / Cpok roguocru : 01/2029

Analysis performed according ND / Anajiu3 npoBeiex no HJI; I1 NO11252/01-160123

API name (INN) /
Hanmenosaune AQC (MHH):

Ibuprofen / UbynpodeH

Paracetamol / TTapatetamon

API manufacturer batch number /
Homep cepHH NPOH3BOAMTENA
ADC;

PIBM230456

4593/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeTanuuu
npoussognTess I'JI1dD:

FEQA00656

FERA00002

API Mannfactured hy & country /
Ilpoussogurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
dapma Caliencus JInmuten,
Muaus

Sri Krishna Pharmaceuticals Ltd.,
India / LLIpn Kpuina
dapmacsiotakanc JIta., Uunus

Remarks : The Product conforms to ND/
Ipumeaanue: [Tpoaykr cootsercTByer Tpebosanmam HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[TogrotosneHo: Ankit /p.\ IIposepeHo: Raﬁa E’;a'nt Opobpeno: Menekep/ PykosoguTens
o Abhishek Chauhan

Reprint Date:. " | ReprntDate: v, = Reprint Date:

Jlara: 26.03.2024 Tlara: 26.03.2024 Iara: 26.03.2024




