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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJTU3A

Page10f6/Ctp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyranu®, Tabnerky, NOKpbITHIE NIeHOYHOH 00004Koii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400154

Batch Quantity / O6bem naprhn : 776.0 Kg

040002426418

Analytical Report No / AHanuTHYecKHI oTYeT No :

Date of Analysis / laTta ananu3a: 22.02.2024

Date of Manufacture / {aTa npousBoacrna : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Anann3 nposenen mo HJI: 1 N011252/01-160123

Ne |Test/Iloka3areian

Results/ Pe3yasTaTnl

Specification / Hopma

1 |Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarncyJOBHAHOU (OpMBI, NOKPBITHIE
NIEHOYHOM 000J04KOi OpaHXeBOro
1[BETA, C PUCKOMX Ha OIHOI CTOPOHE;
Ha IIONEpPEeYHOM pa3pe3e — SAAPO
6enoro 1sera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TaGnerku
KaICYJIOBHAHON  GOpPMBI,  NOKPEITHIE
naeHounod  06onoYKOH  OpaHXKeBoro
1[BETa, C PUCKOHl Ha OAHOH CTOpOHe; Ha
[oIepeyHoM paspeze — 1Apo Oenoro unu
noutu 6enoro LBETA.

2 |Identification

/

IMonnyHHOCTE

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 yiepXuBaHUsL OCHOBHBIX ITHKOB
Ha XPOMATOI paMMe HCIIBITYCMOI'O
pacTBOpa  AOMKHBEI  COOTBETCTBOBATH
BpEMEHAM  YOEpXHBaHHS IIHKOB Ha
XpoMaTorpaMMme pacTBOpa CTaHHApPTHBIX
obpasioB ubynpodena M mnapaieramona
(pazzen «KonnuecTBEeHHOE
OIpECTICHHEN)

TabneTox

3 | Average tablets weight
Cpennsas macca

965.7 mg / 965.7 Mmr

From 9409 mg to 999.1
(970.0 mg+3.0 %) /
Or 940,9 wMr po

(970,0 Mr 3,0 %) -

mg

999,1 MI

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cootseTcTBYeT TpebGoBanusm HJI | 3a

Opinion : APPROVED

kiaryenue: OJOBPEHO

Hara: 22.02.2024

Hara: 22.02.2024

Prepared by / &j&—‘&/ Checked by / Approved by: Manager/Executive/
IToproroemnexo: — ITpoeepeHo: Rama K Ono6peno: Menemxkep / PyKogoanTens
Anjali Dhiman mﬂg; Manoj Kumar [ Uk?

Reprint Date:. Reprint Date: W Reprint Date:

JHata: 22.02.2024

ary
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Dr. Redldy's Laboratories Ltd.
Formuiation Unit-6

Vifl. Khol, Nalagarh Road, Baddi,
Distr. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTHOHKAT AHAJIA3A
Page 2 of 6 / C1p. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUOYyKAuH®, Ta61eTKH, IOKPLITHIE J1eHOYHOH 060104KoH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400154 Batch Quantity / O6nem mapruu : 776.0 Kg
Analytical Report No / AHanuTH4ecKHif oTder No @ Date of Analysis / JlaTa anann3a: 22.02.2024
040002426418

Date of Manufacture / JlaTa nponssoacTea : 02/2024  |Date of Expiry / Cpox rogrocrn : 01/2029

Analysis performed according ND / Ananu3 nposejer mo HJI: [TN011252/01-160123

4 |Disintegration / 07 min 34 sec/ 07 mud 34 cex  |Not more than 30 min /
Pacnagaemocts He 6onee 30 MuH
5 |Dissolution / 100% To 101 % Not less than 70% (Q) of CiaH30;
PacTBopeHue (Ibuprofen) after 30 min /
He wMenee 70 % (Q) Ciz3His0:
(ubynpoden) yepes 30 MuH
98 % to 101 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CgHoNO,
(mapaueramon) uepe3 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanuam HJJ | 3aknwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
ITuu uwsucuu.__h _j&//. [Tpusepenu. Rawa Kaul Ouulpenu. Mencaaep / DykospamTens
Anjali Dhiman ‘}Lb Manoj Kumar !1“ lﬂ!“ﬁ
Reprint Date:. Reprint Date: o~ Reprint Date:
Hara: 22.02.2024 Jara: 22.02.2024 JlaTa: 22.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page3 of 6/ Crp. 3 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Woykaun®, TabaeTkn, IOKPHITHIE MIEHOYHO# 060/104K0iH, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400154

Batch Quantity / O6bem maprun : 776.0 Kg

040002426418

Analytical Report No / AHanHTHYecKHi oT4eT Ne ¢

Date of Analysis / [laTa ananmza: 22.02.2024

Date of Manufacture / Jlata npousBoactsa : 02/2024

Date of Expiry / Cpok roasocts : 01/2029

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

6 [Related substances /
PoncTBeHHbIE IPUMECH
Mcthod 1/ Meton 1

Method 2 / Metop 2

0.0001%

0.04%

0.04%

4-aminopheno! (paracetamol
- not more than 0.005 %/
4-amMuHodeHON (NpUMECE TIapalleTamMona)
- ve 6onee 0,005 %

impurity)

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas efHHAYHas pUMEChH
(ubynpodeHa mim mapaleraMmona) - He
6onee 0,3 %

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

Cymma npumecedi (Metog 1 + Meton 2)
- He 6onee 0,7 %

9 |Water/Boxna

1.3%

Not more than 5.0 % /
He 6osee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykT cooTBeTcTBYET TpeboBanusImM HJL

Opinion : APPROVED
3akatoyenune: OAOBPEHO

Hara: 22.02.2024

Harta: 22.02.2024

Prepared by / ‘é,—/ Checked by / Approved by: Manager/Executive/
Moarotosneno 2= I[Mpoeepeno: Ra ‘am‘ Onobpeno: Menemiep / Pykosoaurens
Anjali Dhiman T | Manoj Kumar Uﬁ
Reprint Date:. Reprint Date:  ~ \ Reprint Date: e

Hara: 22.02.2024




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Paged of 6/ Crp. 4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykans®, TabJeTKH, DOKPHITHIE NJIEHOYHOI 06010uKoH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400154 Batch Quantity / O6wem maprun : 776.0 Kg
Analytical Report No / AHanuTH4ecKH i oT4yeT Ne : Date of Analysis / /Iata ananusa: 22.02.2024
040002426418

Date of Manufacture / {aTa npou3eoacrea : 02/2024 | Date of Expiry / Cpok roanocts : 01/2029

Analysis performed according ND / Ananu3s nposeaen mo H/I: TIN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpoaHOCTE Acceptance value (AV) should be not

JIO3HPOBaHHA 1.6 more than 15.0 /

- Ibuprofen /ubynpoden IToxazarens npuemaemocTd (AV) momken
6iTE He Gonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaneTaMot more than 15.0 /

TIMokazatens npremiemoct (AV) nomxen
owiTE He Donee 15,0

11 |Microbiological purity /
Mrukpobuonoruyeckas
yucToTa* NA
a) Total aerobic Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obmee yucno
23pO6HBIX
MHKpPOOPraHHu3MOB NA

b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r

/ Obwee ynucio
IPOMOKEBBIX H

TUIECHEBBIX MPHOOB NA
c) E. coli Shall be absent in 1g / OtcyTcTBHE B
Ir '
Remarks ;: The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tpoxykt cooteeTcTBYeT TpeGoBanusam HJT | 3axmodenne: OJOBPEHO
Prepared by / L Checked by / Approved by: Manager/Executive/
FlonroToanex-io:&_ﬁ, I[Tposepeno: Rama, Kant Ono6peno: Menemiep / Pykosoaureis
Anjali Dhiman M Manoj Kumar Y ,“_2,“ /
Reprint Date:. Reprint Date;: = '\~ Reprint Date: =
Hara: 22.02.2024 Hara; 22.02.2024 Hara: 22.02.2024




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Di. Reddy's Laboratories [t
Formulation Unit-6

Vill. iXhol, Nalagarh Road, Badldi,
Distt. Salan, H.P, 173 205, IMDiA
Tel - +41 98165 56001-G2
vrenw.drreddys.coi

PageSof 6 /Ctp. Snu3 6

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg
HO6yKkInH®, TabieTKH, NOKPbIThIE IVIEHOYHOH 000/1049K0i, 400 mr + 325 mr
Batch No / Cepns Ne : V2400154 Batch Quantity / O6wem napruu : 7760 Kg
Analytical Report No / Ananntuvyeckuii otger Ne : Date of Analysis / laTta anaausa: 22.02.2024
040002426418
Date of Manufacture / lata npousBoacrsa : 02/2024  [Date of Expiry / Cpox roasocta : 01/2029
Analysis performed according ND / Anaaus nposeaen mo HJI: TIN011252/01-160123
12 lAssay/ 396.1 mg/396.1 Mr From 360.0 to 440.0 mg of C;3Hz0;
KomuuecTBenHoe (Ibuprofen) per tablet /
onpeneneHne Or 360,0 mr mo 440,0 mr CizHiz0;
(ubynipoden) B Tabnerke
323.25 mg/ 323.25 Mr From 2925 to 357.5 mg of CiHsNO;
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CgHoNO;
(napaueramon) B Tabnerke
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 Ieaflet
leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnetok B [IBX/Al 6muctep. [To 1 |6mmcrep. Tlo 1, 2 niu 20 6nucrepos B
OnucTepy B NaYKy KAapTOHHYIO |mauky KapTOHHYIO BMeCTe @
BMecTé ¢ MHCTPYKIMEM 1O |MHCTPYKUUEU MO NPUMEHEHUIO.
HOPEMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootsetcrbuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpauenue ITpu Temnepatype He Bouue 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
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. / [IpoBOIHTCS NPOH3BOAUTENEM NPU
BBHINYCKE NEPHOAHYECKH: A Kaxod 20-0i cepun und He meHee 1 pa3a B rof. IlokasaTenb MOXKET OBbITH
HE BKJIOYEH B CEPTH(HUKAT aHaTH3a GHPMBI

Remarks : The Product conforms to ND/
Ipumeqanue: [IpoaykT cooTBeTCTBYeT TpeboBanmam HII

Opinion : APPROVED
3axnouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Honromsnem:-—@ Ilposepeno: Ra Unobpeno: Menemxep / P I\OB(}HPITC,HI:
Anjali Dhiman j ,t; Manoj Kumar N 1
Reprint Date:, Reprint Date: ‘ Reprint Date:

Jara: 22.02.2024 Harta: 22.02.2024 JaTa: 22.02.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIHU3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, Tab1eTKH, DOKPLIThIC MIEHOYHOH 060,109K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400154

Batch Quantity / O6bem naprun : 776.0 Kg

040002426418

Analytical Report No / Ananurudecknit order Ne :

Date of Analysis / laTa anannsa: 22.02.2024

Date of Manufacture / lara nponssogcrsa : 02/2024

Date of Expiry / Cpox rognocty : 01/2029

Analysis performed according ND / Anaan3 nposeser no HJI: ITN011252/01-160123

API name (INN) /
Hanmenosanne AO®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

APT manufacturer batch number /
Homep cepuy MpoH3BOANTES
ADC:

PIBM230405

0994/23-24

FP Manufacturer API Batch
number /

Homep cepuu cydcTaHIHH
npoussoauTensn I'JIP:

FEQA00583

FEQA00651

API Manufactured by & country /
IIpoussoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
dapma Caitencns JInmuren,
Hapus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuisa
®apmacsroTukanc JITa., Uunus

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue:; OJOBPEHO

Anjali Dhiman

Prepared by / Checked by /
.ﬂ.nnrommeﬁo;’kj&;‘ [Tposepeno: Rar

Kan
w\:m»&‘/
o e

Approved by: Manager/Executive/

Ono6peno: Menemkep / PykogoauTens
Manoj Kumar - uﬂ

Reprint Date:.
Hara: 22.02.2024

Reprint Date:
Hara: 22.02.2024

Reprint Date:
Jara: 22.02.2024
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