CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTHU3A Page 1 of 5/Crp. 1 u3 5

iProduét Ibuclin, film-coated tablets, 400 mg + 325 mg
'I/I63 ®IHH®, TaGaeTKH, NOKPBITbIE N1eHouHOH 060.10uK0i, 400 Mr + 325 mr

Batch No / Cepusn Ne : V2400752 Batch Quantity / 061:6\‘[ napTin : 751.75 Kg
Analyt:cal Report No / AvainuTuuecKuii oTyeT Ne : Date of Analysm /}_[a'ra anamnsa: 27.05.2024
040002531921 | L
Date of \ianufacturc /,Ha'ra np0u31304c1 na : 04/2024 "Date of Expiry / (‘[um roquocn_l 03/2029 _

Analysis performed according ND / Ananus npoBencH mo HJI: TI N0O11252/01-160123 - B |

' N Test / INoxazaTean ‘Results/ Pc3_vgleaTbr ,gﬁpeciﬁcation/ Hopma
1 Description/ Onucanye 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. ./ Ta6nerku core at the cross-section. / Tabnerku
Kancy,10BHAHRON (opMBI, TOKPBITbIE KAaNCyaoBYAHOW  QOpPMBl,  TOKpPBLITBIE
NAeHOUHOH oBonoukol opaHxkeporo nieHoyHoll  ofonoukoil  opaHKCBOro
LIBETA, ¢ PHCKOH HA OJIHOH CTOpOHE; I1IBeTa, ¢ PHCKOM Ha OofHOH CTOpOHE; Ha

HA TIOMEPEYHOM paspese — SO TMONepedHom paspese — sapo 6enoro unu}

fenoro LBeTa. : ;HO'—iTH Denoro uBeTa. |

o | D TR

2 Identification / Complics as prescribed/ i'The retention times of the main peaks on
[ToANTHHHOCTL CoOTBEeTCTBYET ithe chromatogram of the test solution

;should correspond to the retention times
of the peaks on the chromatogram of;
libuprofen and paracetamol reference!
standards solution (section Assay) /

'Bpemena yaepxkHBaHIIN OCHOBHbLIX MHEOB
I Ha XPOMAaTOTPaMMe - HCIIBITYEMOro
i |pacTROpa  JONKHB  COOTBETCTBOBATH
. |BpeMeHaM  yAeXiBaHIA  [THKOB  Ha
| XpOMATOrPaMMe DPACTBOPA CTAH,I1apTHbIX
obpazuoB uoynpoderHa H napancraMona

((pasnen «Konucerrennoe!

T D ) |onIpeaeneHuey) ]
3 Average tablets weight 967.7 mg/ 967.7 mMr From 9409 mg to 999.1 mg!
Cpeanas Macca (970.0 mg + 3.0 %) / i
‘TabneTok : Or 940,9 wmr g0 999,1  wmr

(970,0 mr % 3,0 %)

! Remarks : The Product conforms to ND/ - O_p;nion APPROVED

IMpumeuanne: [1poaykT cooTsercrayeT Tpebopanuam HIL 3akmogenne: OLOLPEHO |
Prepared by / Checked by/ -~ | Appmvud by: ManagewEmcutnb |
| Moarotosneno Santosh [Tposepeno: Pardeep Kumar  /Oaobpeno: Menemxep /
1{ Kumar Maurya = | Pyxosoautens Payvan Kumar Sharma
I
_{-"répm t Date: Reprint Date: Rgprint Date: o :
ara: 27.05.2024 Tata: 27.05.2024 | Hara: 27.05.2024 L




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJH3A Page 2 of 5/ Ctp.2 u3 5

Product : Ibu_clin_ﬁlni coated tablets, 400 mg -+ 325 mg
Hﬁwcum , TabJeTKH, NOKDRITBIE [IJIEHO'-IHOH o6oaouxoi, 400 mr + 325 mr

Batch No/ Cepnﬁ No V24007€2 B.ztch Quanhty / Odwem maptin : 751.75 Kg
Analymal Report No / AHAAMTHYCCKAT oTHeT N 'Date of Analysis / s/ Jata anammsa: 27.05.2024
1040002531921 o _ @ _ _

Date of Manufacture / laTa npoussoactsa : 04/2024 Date of Expiry/ Cpox FOAHOCTH : 03/2029

‘ABElysi_q-ﬁf_:Iformcd according ND / Ananus leOB”e;(ei; no HJ: TTN011252/01-160123

4 Disintegration / | 08 min 23 scc/ 08 mun 23 cex | Not more than 30 min / 1
PacnapaeMocThb | He Gonee 30 mun '

|

5 DiSSO]U[iOI’] / N 98 D/D To 99 % 'NOEM less thg"i 770%_ M{Q) [.)“f éuH]gUg;

i(Ibuprofen) after 20 min / ,
He wMenee 70 % (Q) CnHiOy
(ndynpoden) ucpes 30 MuH
100 % to 103 % (Not less than 70% (Q) of CyHoNO:!
|(Paracetamol) after 30 min / |

iHe MEHECE 70 % fQ) C}‘HI)NOZ

_ (mapauertavon) yepes 30 MHH !

6 Related substances / . 4-ammmopheno! (paracetamol impurity)}

PacTeopenue

PopcTBeHHbIE IPHMECH 0.0003% - not more than 0.005 % / |
Method 1/ Metogn 1 4-amuuodenon (NMPUMeECh NapaleTam ona)

- e 6osee 0,005 %o

Any individual impurity (ibuprofen or‘;
paracetamol) - not more than 0.3 % /
‘Method 2, Meton 2 0.03%; JobGasn enMHIYHAS npHMech
| (nGynpoeHa WiH napaueraMona) - He
pdonee 0,3 %

l
0.04%% Total impurities (Method 1+ Method 2)
| - not more than 0.7 %/
. Cymma npumeceit (Metoa 1 + Merog 2)
- ne tonee 0,7 %o

9 |Water/Boza ' —  1s%  Notmoethans.0%/ |
- L S {He Gonee 5,0 % i ]

" Remarks: T he P:oduct L,ontonns 10 ND’ 0pmmn APPROVED
' pumeuanite: [TpoayxT cooTeereTsyet TpeGopanuay HJL | 3axmouenne: OTOBPEHO
! Prepared by / ~, Checked by / Approved by: Manager/Executive
I [TogroTorneHo Santosh ITposepeHo: Pardeep Kumar | /OnoGpeno: MceHeukep /
! Kumar Maurya i & Pykosoautens Pavan Kumar Sharma
, Reprint Date: o Reprint Date: ) | Reprint Date:
Hata: 27.05.2024 _ Hara: 27.05.2024 | Jlara: 27.05.2024 _




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page3 of 5/Crp.3 u35s

Product : Ibuelin, film-coated tablets, 4{)().rmg +325 mg

H6yraun®, Tab.1eTku, NOKPBITHIE ILIeHOTHOI 060M04K0it, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400752

|Batch Quantity / O6bem napTHN : 751.75 Kg

' Analytical Report No / Anannriueckiii oraer No
1040002531921

Date of Analysis / Jlata anannza: 27.05.2024

{Date of Manufacture / laTa mpon3BoICTBA 1 04/2024

10 | Uniformity of dosage - B
‘units /
{OAHOPOAHOCTD
ZI03HPOBanus Lk
- Ibuprofen mbynpoden

- Paracetamol/ 0.9
rnapaneramon

\
11 Microbiological purity / |
Muxkpobronoruieckas i
: unerora*
|a) Total aerobic

microbial count /

1 Obutee yucno
!33p061-lblx
{ MHKPOOPraHH3MOB

NA

b) Tatal combined
yeasts and mould count
7 Obuee yueno
APOMIKEBBIX H
naccHesbix rpnbos

NA

:¢) E. coli
[

_ Date of Expiry prOifj‘()ﬂHOCTH :70374_5.0_2_9; L
| Analysis performed according ND / Ananus nposeaen no HJI: TI N011252/01-160123

Acceptance value (AV) should be not
more than 15.0 /
[okazarens npruemnemocth (AV) I0MKCH |
GuiTh He Gonee 15,0

|

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

[Tokazarens npuemnemocty (AV) Josoken
ObiThL He Oonee 15,0

Not more than 1000 CFU/g / _
~'He donee 1000 KOE /'t |

(Not more than 100 CFU/g/
He Gonee 100 KOE/T

Shall be absent in lg / OrcyTcTBUHE E
ir

| Remarks : The Product conforms to ND/
| IIpumeuanne: [IpoykT cooTseicrByeT Tpedoranuam 111

‘Opinion : APPROVED
3arxmwouenne: OJOBPEHO

. Prepared by / Checked by /
' TlourorosneHo Santosh Iporepeno: Pardecp Kumar
- Kumar Maurya

Approved by: Manager/Executive
/Ono6peno: Mcuenxep /
Pykosogutens Pavan Numar Sharma

i Reprint Date:
| Jlara: 27.05.2024

;_Keprint Date:
| fara: 27.05.2024

Reprint Date:
Hara: 27.05.2024




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATHU3A Paged of 5/Crp.4 u3 5

Product ; Ibuclin, film-coated tablets, 400 mg + 325 mg 1

H6Vh auH®, TabeTkH, NOKPHITHIE IIEHOYHOH 060.104K0H, 400 mr+ 325 mr

Batch No / Cepus Ne : V2400752 Batch Quantity / O6wem maptan : 751.75 Kg
Analytlcal Report No/ AHannTudeckui oTaer Ne ; Date of Analysis / [laTa anagau3a: 27. 052024 |
1040002531921 B o . -

Date of Manufacture / Hara npomsoamna 04/2024 ‘Date of Expiry / Cpox roguocrs : 03/2029

Anahcls performed according ND / Anamu3 nposegen no HJI: TIN011252/01-160123

12 Assay/ g From 360.0 to 440.0 _mg—of C1aH 150, |
' KonuuecrseHHoe E (Tbuprofen) per tablet / i
‘onpeAeieHue ' 392.9 mg /392.9 mr Or 360,0 mMr mo 440,0 mr C13H1302§

= 0

I

{(ubyupoen) B rabnerxe
! From 292.5 to 357.5 mg of CiHoNO»
E | (Paracetamol) per tablet /
5 32940 mg / 329.40 mr Or 2925 mr mo 357.5 mr CgHoNO:
i i | ] (napanetamosn) B TabneTke
13- Package / Yiaxoeka 10 tablets in PVC/Al blister. | 10 tablets in PVC’Al blister. 1, 2 or 20
iblister and a patient information  blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 jin a carton. / [To 10 TaGnetok B TIBX/Al
jrabnerok B IIBX/Al 6auctep. o 1 i6m1nep. [To 1, 2 wau 20 dnucTepoB B -
|Bnuctepy B MAYKY KapTOHHYIO |navuky KapTOHHYIO BMECTE c
‘sMecte ¢ MHCTpYKUHMER  no |HHCTpYKUMEH MO NPHMEHCHMIO.
['lp!‘IMBHEHI'IK‘ l
14 Lab"hng/ Mapxkuposka' According to ND. / B cOOTBETCTBRH c HA.

15 ' Storage conditions/ At temperature not morc than 25 “C. / ' A'

Xpanenue ) 'Hpu Temneparype He Bbiwe 25 °C. - |

16 Shelflife / Cpox 5 years / 5 ner }
~ TOJIHOCTH —_—

* Performed by the manufacturer at rclease periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / TIposopiTes npoussofuTeNemM npu
BLITYCKC Mep:oauvecku: Ans xaxgoH 20-oH Cepuil Wan ue metiee 1 pasa B rog. [Mokazarenb Moxer ObITh
HE BKJ:0YEH B CEPTHQHMKAT aHann3a QUpMsl

Rem‘lrks The Ploduct confo: ms to ND/ Opmxon APPROVED
Tipistesaniie: TIpoayiT cootBetctByet rpedosniniin Hil | 3akaiouenne: ONOBPEHO

1 Prepared by / Checked by / Approved by \/Ianager!Executwe ,
[MoprorosncHo Santosh ITposepeno: Pardeep Kumar | /Onobpeno: Menemxep / i
 Kumar Maurya L i Pykosogurens Pavaon kumar Sharma '

I

ﬁririt Datc: Iieprint“ Date: Reprint Date: -
 Jara: 27.05. 2024 ] Hara: 27.05.2024 Hata: 27.05.2024 ok




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHN3A Page5of 5/Crp.5u35

Product : Ibucli_n, film-coated tablets, 400 mg + 325 m

.Fiﬁylmnu@), T26.1eTKH, HOKPBIThIE [1eHOYHOH 06oa0uKoii, 400 mr + 325 mr

I}g;ch No / Ceprisg No: V2400752 L‘eratch Quantity / Ob6sem naprun : 751,75 Kg
4

! Analytical Report No / Anaauruueckuii oraer No : 'Date of Analysis / JaTa anananza: 27.05.202
040002531921

iff)_z_tte of Manufacture / fata npontuaterea : 04/2024
! Analysis pe

izgg:&f_{_{.\jpir\; / (‘—p«'n‘m,au(;m : 03;*/?329 |
rf_m'mfd accordine ‘NiDﬁf__AHa.fm:s NPOBCIeH nohHlI:_]'I_I_\IOI 1252/017160123

i

Paracetamol / [Tapaucramon

1215/23-24

API name (INN)/ ' )
; Haumenopaune AOC (MHH): ] o il Ififi_ynpoq)en
| APl manufacturer batch number / |
5 PIBM230465
Homep cepun mpomssoaurens AOC: |
i FP Manufacturer API Batch number /
! Homep cepus cyberanunn FERAO0Q051

' npoussoauTens [JIM:

FERA00160

i
- APl Manufactured by & country /
[ pouzsogurens ADC, erpana:

{Limited, India / Conapa 3
I®apma Caitencus JlumuTe

1
i

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoavKT COOTBETCTBYET Tpebosanuam HJ{

Solara Active Pharma Sciences

, Sri Krishna Pharmaceuticals
KTHB . Ltd., India / Wpwu Kpnwnxa
1, Uuang MapmacsroTrkanc JIta., Maaus

Opinion : APPROVED
3aratovenne: OJOBPEHO i

Prepared by / Checked by /
TNonrotoraeHo Santosh [Tposepeno: Pardeep Kumar
Kumar Maurya b R

4

L 5 -
| Reprint Date:
_ Hara: 27.05.2024

ReprimiDatc:
Meta: 27.05.2024

Approved by: Manager/};xecutive
/Qnobpeno: Mene pep /
Pyxosoantens Pavan Kumar Sharma

—lgpri—ntbz;te?
Hara: 27.05.2024




