CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A Pagel of 5/Crp. 1 u35

‘Product Ibuclm film-coated tablets, 400 mg + 325 mg

Hoyfc.mnfl Ta6.1eTKH, NOKPLITbIE mesouHoi 06osoqkoii, 400 mr + 325 mr
Batch No/ Cepm Ne : V2400751 Batch Quantity / OGbem DApTHY : 762.86 Kg
Analvhcat Report No / AnamuTudeckuii oraer Ne : ‘Date of Analysis/ ,I['na anammia: 27.05.2024
|04_O_QQ?1531396 ]
Date of Manufacture /JlaT'\ npomsn,:(CTBa 04/2024 iDate of Expiry / Cpox r OXHOCTH : 03/29_%9

Analvs:s performed according ND / Ananns nposefeH mo HJI: T1 NO11252/01-160123 o f

]

Results/ PesvanaTu ] Spemﬁcatlon!Hopma
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. ./ Tabnertxi core at the cross-scction. ! Tabnerku
! 'KANCYNOBH/IHOK (BOPMEI, MOKPBITHIE KANCYNOBWAHOH  (OPMBI,  TIOKPbITHIE
| eHouHol 0D0NOYKONR OpaHIKCBOrO MIEHOYHOH — 000AOUKOH — OpaHKEBOro
1 UBeTa, C pUCKOl Ha OAHOH CTOPOHE; LBETA, ¢ PHCKOW Ha OAHON CTOPOHE; Ha
Ha TIOTEpeyHOM paspese — HAPO NOTepewHoM paspese — AApo Geloro M
\Benoro useTa, noutu Henoro UBeT4.

j’e Test / Hoxazarenb

1 Descnpnon, Onucanue

Identification / .Complies as prescribed/ ‘The retention times of the main peaks on|
‘T1o//IMHHOCTD CooTBETCTBYET ithe chromatogram of the test solution
i ;should correspond to the retention times
| of the peaks on the chromatogram- of
ibuprofen and paracetamol reference
standards solution (section Assay) /

Bpenena yaepKuBaHis OCHOBHbIX MHKOB

| 2

Ha XpoMaTorpamme HCIIBITYEMOPO
i pacreopa JAOMXHBI COOTBETCTBOSATDL
: npeMeHam VICpKHBAHHA MMHKOB Ha

| XpOMaTorpaMme pacTBOpA CTaHJAPTHBIX
5 : nbpasuos uOynpodeHa ¥ napaleTamona
{pusznen «onuuecTaeHHoe
_9___1_'[_p€i16116}ll'16)>) B

3 Avé;agé tablets weight 968.7 mgf 968.7 mMT From 940.9 mg o 999.1 7mngﬂ
CpenHsa macca | (970.0 mg=3.0%)/
TableToK ‘ Or 940,9 w»r 1o 9991 Mr

(970,0 Mr£3,0 %)

Remarks : The Product conforms to ND/
' ITpumeuanue: [TpoaykT cootBeTcTBYeT Tpebosanmam HL

] Opinion AT’_I?I:{O-VED B

| 3aruoyenne: OI{OBPEHO

Prepared by / Checked by /
Iloarotosnero Santosh ITposepeno: Pardeep Kumar
Kumar Maurya 1

1 R—%}iz‘: Date:
Jara: 27.05.2024

Reprint Date:
| lata: 27.05.2024

| Remﬁril‘_'. Date:
| Hara: 27.05.2024

Apploved by: Manager/Executive i’

; IO,B,OﬁpL,HO Meneaxep /
PYI\OBOJMTC a6k Pavan Numar \harma I

| SO .



CERTIFICATE OF ANALYSIS
CFEFPTUOHKAT AHAJTU3A Page 2 of 5/Crp. 2 35

!Product Ibuclin, film-coated tablets, 400 mg + 325 mg
ﬁﬁym‘nm@ TaB.IeTKH, MOKPHITHIE TIeHOYHOI 06010uK0#, 400 Mr + 325 mr

'Batch No / Cepusa Ne : V2400751 'Batch Quantity / Obnem napﬂm 762 86 Kg

Analytical Report No / AuanuTn4eckni oTuer N : ‘Date of Analysis / laTa anannsa: 27, 052024
040002531396 |
Date of ‘VIanufacture /I{a'm npoumoacma 04/2024 ‘Date of Expirv/ Cpor roguocty : 03/2029 j

LAnalvsns performed according NI} / Anasu3s npoBejeH no Hi{ JTINO011252/01- 160123 B \

4 ‘Dlsmtegratwn/ } 08 min 37 sec/ 08 MuH 37 cex  |Not more than 30 min /

Pacnanaemocw '"He Gonee 30 vun

96% To 102 % Not less than 70% (Q) of Ci3HisO;

5 Dissolution / i
l (Tbuprofen) after 30 min /

PacTtBopenie

. He wmenee 70 % (Q) CisHisO:

i (ubynpoder) yepez 30 MHH

| 98 % to 103 % Not less than 70% (Q) of CsHoNO,'

[ i(Paracetamol) after 30 min / s
! I ' ‘He menee 70 9% (Q) CsHoNG;
[ ‘(napaueramo:) yepes 30 MHH :

6 Rclated substances / ; |4-aminophenol (paracetamol ~impurity)

’ PopcTBeHHbIE NpUMecH 0.0003% - not more than 0.005 % /

Method 1/ Merox | !4-aMHHo¢oe={on (npuMech napaleTaMona)
!

3- He bonee 0,005 %

'\nv individual impurity (ibuprofen Or|
: paracetamol) - not more than 0.3 %
Below BDL / Huxe nopora Jrobas ernMHHuHaN [IPHMECE

Method 2/ Meron 2 §
; perHcTpalmi (nOyinpodena wnW napaneramona) - He
bonee 0,3 %

Tota!l impurities (Methed 1+ Method 2)
0.0003% - not more than 0.7 % /
i Cymuma npumeceil (Metoz 1 + Merox 2)
% - .- He 6onee 0,7 %

9 Water/Boaa [ 1.4Y% le more than 5.0 % /
| ! iHe 6onee 5.0 %
. Remarks : The Product contorms to ND/ . Opinion : APPROVED
. Ipumeuanue: [poaykT coorsercrayer Tpeboparusv HJT | 3akaouenue: OAOBPEHO
Prepared by / Checked by / Appmved by Manager/Executive
Iom o rorieno Santosh [Nposepeno: Pardeep Kumar | /Onobpeno: Meneznkep /
Kumar Maurya ] ; Pyxosogutens Payan Kumar Sharma !
. Reprint Date: Reprint Date: Reprint Date: ) o
| Mar2:27.052024 | [leta:27.05.2024 | Jlata: 27.05.2024 -




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHA TH3A Page30of 5/ Crp.3 u35

Product : Ibuclin, film-coated t-%blets 400 mg + 325 mg
Hoyr.1MH®, TabaeTky, MOKPHITHIC MAeH0UHOH 06on09Koi, 400 mr + 325 mr

Bdtch No / Cepust Ne : V2400751 Batch Quantity / 061,01\1 napt i 762.86 Kg i
Ana]ytlcal Report No / AnanHTHYeCKHH 0T4eT No | Date of Analysm / lata anannza: 27.05.2024 _'I
04[}002331396 . _ et |
Date uf'\’Ianufacturc/,Z{a'i a__nponmeum‘m {}4:_2924 Datc of E xpiry / Cpox 1 roguocni 03/2029 !

' Analysis performed according ND / Asanus nposejien 1o HJ_[ 11 NO1 1252/01-160123

10 Uniformity of dosage
units /
OpHopoasocTb Acceptance value (AV) should be not
J03POBAHHSA 1.3 : more than 15.0 /
- Thuprofen /ubynpoden Toxasatens npuemMnemoctd (A'V) a0:keH

ObITE He Donce 15,0

.- Paracetamol/ 1.3 Acceptance value (AV) should be not
napaleramosi more than 15.0 /

[Toxazarens npuemiemoctn (A'V) AOTIKEH
OeiTh He Bonee 15.0 .

" 11 Microbiological purity /
Mukpobuonornyeckas

yicrota* -
a) Total aerobic NA Not more than 1000 CFU/g /
! microbial count / . He Gonee 1000 KOE/r
Oburee yucno
aopobHbIX
MHKPOOPTAHH3MOB
NA ;
b) Total combined Not more than 100 CFU/gz /
-veasts and mould count "He 6onee 100 KOE/y
/ Obuee yueno
APOIIKEBLIX H
naecHeBblx rpubos
¢} E. coli i - NA ;Shal] be absent in lg / Orcyrcrsne B
L L Jir ]
- A S
Remarks The Product conforms to ND/ Opinion : APPROVED |
HDH’\‘I(‘)‘!AHI{E poaykT cooTeercTveT TpeGosanuam HI | 3akaodenne: OJOBPEHO l
| Prepared by / Checked by/ Approved by: Manager/Executive g
IMoarotoeiacko Santosh [Tposepeno: Pardeep Kumar | /Oaofpeno: Meneasxep / '
Kumar Maurya - Pykopoaurens Payvon Kumar Sharma
~ Reprint Date: Reprint Date: | Reprint Date: i
i Hara: 27.05.2024 Hata: 27.05.2024 o | Adara: 27.05.2024 !




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJI3A Paged of 5/ Corp. 4 13 5

Product : Ibueclin, film-coated tablets, 400 Iﬁg + 325 mg
Hﬁyx JHH®, TadJeTKH, NOKPLIThIe MIeHoYHOI 060104 K0i, 400 Mr + 325 mr

Batch No / Ceprn Ne : V2400751 Batch Quantity / O / O6bem MApTHH : 762 86 Ku e
Analvtlcal Report No / Anasuruuecknii oraer No : Date of Analysis / ﬂa‘ra anamnza: 27.05.2024
1040002531396
Date of Manufacture / JlaTa }lpOH'jBOHCTB& 04/2024 Date of Explr‘, / Cpox roarocers : 03/ 03/2029
|Anal} sis performed according ND / Auasnns nposejen | no HA: IT N011252/01-160123 L
[ 12 'Assay/ From 360.0 to 440.0 mg of CuHis0,
'KonmyecrserHoe (Tbuprofen) per tablet /
orpejenetue 3974 mg /3974 mr Ot 360,0 Mr po 440,0 mr C;HpOs

(udynpoden) B Tabnerie
From 292.5 to 357.5 mg of CsHoNO:
|(Paracetamol) per tablet /
327.92mg . 327.92 Mr Ot 2925 mr po 3575 mr CeHoNO:
_ - ‘ [{napauetamon) p TaGreTKe
13 Package ., Ynakoska 1{] 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 mformdtmn leaflet,
leaflet in a carton. / [lo 10 in a carton. / ITo 10 Ta6netox B [TBX/All
tabnetox B [IBX/Al Gniictep. [To 1 ©nucrep. 1lo 1, 2 unu 20 Gitcrepos B
O7McTepy B NAauvky KapTOHHYK  Nauky KapTOHHYIO BMECTE c
BMECTE € IIHCTPYKUHER 110 HHCTPYKUHMENR MO MPHMEHCHHIO.
| INHUMEHCHHIO.
14 Labelmg/MapKan @] Ac mdn.._'to ND.. Bcoomcrczamtcl! [
15 Storage conditions / At temperature not more than 25 5G]

7)(;paHe1_a_H§;-__ ) I"Ipn TeMICpaType He Bulwe 25 “C. - B
16 Shelf'life / Cpox 5 years / 5 net
rOAHOCTH .

* Performed by the manufacturer at release periodically: every 20-th batch or at lecast once a year. The
parameter may be absent from the Company's certificate of analysiz. / [TpoBognics npouzBoauTEEM MpH
BBIIYCKS fepuoandecku: ans kaxkaeil 20-oii cepin nin e Merec | pasa B roa. [lokaszarens yMoxer Obiib
i€ BIIIOYEH B cepTidHKAaT aHa.112a QHpMbL

Remal ks : The Product conforms (v ND! ! Opinion : APPROVED B
IIpumeqauue [posy KT cooTseTersyel rpedosaiisy HJ[ « 3akmovenne: OJOBPEHO

.' Prepared by / | Checked by / Approved by: Manager/Executive

: [loaroTosneno Santosh [Mposepeno: Pardeep Kumar | /Ouobpeno: Menepxep /

Kumar Maurya Pykoeomutens Pavan Kumar Sharma ”
Reprint Date: A Rep"z'ini Date: Reprint Datc: T ‘
| Jlara: 27.05.2024 | Mlata: 27.05.2024 7 | Jlata: 27.05.2024 . I}




CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIVIA Page5of 5/Crp. Su35

'Prlodugt- fb‘uélin film- coétedgglets 400 m:q, +325 mg
HGyK:Imw, Ta01eTKH, MOKPBITbIE nneﬂoqﬂon o6omoukod, 400 mr + 325 mr

Batch No / Cepusn Ne V240{]751 \Batch Quantity / O6bem napTH : 762 86 !w !

| Z\nalvtlcal Report No / AnanuTHueckuit oraer Ne ; 4Date of Ana1v51s /,Hma ananmusa: 27.05.2024 }
1040002531396 s s
{Date of V\Ianufacture /Z[aTa npomsoncma 04/2024 Date of Expiry / Cpox roanocru : 03/2029

lAnaIVS]S performed according ND / Anasns nposejen 1o HJT: TT N NOI 1252/01- 160123 ]

I API n_am?(IL\_IN) /
| Haunmenoanne AQC (MHH):

Ibup1 ofen Hb'} npogex ] Paracctamol / quaucmm on ‘

| ; ‘ 1
API manufacturer batch number / A-4056 1215/23-24 r

|

| Homep cepuu npousoanreas AQC: |
! 'P Manufacturer APT Batch number / _
- Homep cepun cybcranunu [FERA00O01IS FERA00160

" npoussojguTens IJID:

; 1IOL Chemicals and Pharmaceuticals  Sri Krishna Phar111aceut:cals |
API Manufactured by & country/ |Limited, India / MOJI Kemuxanc aug | Ltd., India / Wpu Kpuuna

IpouzsoanTens APC, ctpana: ®apmacroTrkaic JIti., Humns | ®apmaceiotukanc JITa., Mraus
" Remarks : The Product conforms to ND/ ' Opaion : APPROVED ]
ITpumeuanue: lpoavkr cootrercTRyeT Tpeborauusm HJL | 3akaouenne: OJOBPEHO
+ Prepared by / | Checked by / J Approved by: Manager/Executive
[ToarotoBaeHe Sintosh o [Ipoeepeno: Pardeep Kumar | /Ono6peno: Menemxep |/
Kurnar Maurya & j _ Pykosoaurens Puvan Kumar Sharma
; i -
Reprint Date: | Reprint Date: . Reprint Date: -

Jlara: 27.05.2024 | Jlata: 27.05.2024 | Hara: 27.05.2024




