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CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIM3A

Page10f S/ Crp.1mu35

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

HOoykaun®, TabaeTk, NOKPLITHIE ILIEH0YHO 000a04K0i, 400 mr + 325 mr
Batch No / Ceprs Ne : V2300941 Batch Quantity / O6bem naptiu : 776.000 Kg
Analytical Report No / AnanuTiuecknii oruer No : Date of Analysis / Jlata anannza: 29.05.2023
040001851819
Date of Manufacture / Jlata nponzsojictsa : May-2023 Date of Expiry / Cpok rogHocty : Apr-2028
Analysis performed according ND / Ananns nposesieH no H: ITN011252/01-300522

Ne | Test / Hokasartean Results/ PesyabtaTsi Specification / Hopma

1 |Description/ Onncanue |Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core./ TaGetkn |on cross section- white or off-white core. /
KancynoBHJHOH Hopmbl, MOKpbIThie| TaGNETKH  KancynoBHIHOIN thopmbl,
IEHO4HOH 000JI04KOH OpaHKEBOrO|MOKPLITHIE MJIEHOYHOT obonoukoii
LIBETA, C PHCKOU HA OJ\HOH CTOPOHE;|OPaHKEBOro LBETA, ¢ PUCKOH Ha OfHOIl
Ha NOMEpevHOM paspe3e — AP0 |CTOPOHE; Ha MOMEPEUHOM paspese — Aapo
Genoro uBeTa. Oenoro Unu No4TH GENOro uBeTa.

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[NopmunocTs CootBetcrByer 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) /

BpemeHna ynepxuBaHus OCHOBHBIX MTMKOB

Ha XpoMarorpamme HCIIBITYEMOTIO
pacTtBopa JOJIKHBI COOTBETCTBOBATH
BpemeEHaMm YAEPKIBAHHA MMMKOB Ha

XpoMarorpaMMe pacTBOpa CTaHJapTHEBIX
o0Opasuos nbynpodeHa n napaueramona
(pazmen «Komnnuecteennoe
orpeseneHier)

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipameyanue: [Iponykt coorsercTByeT TpeGoanusm HJ[ | 3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HoaroroeneHo: Pardeep | INposepeno: Himesh Kumar Onobpeno: MeHegkep / PykoBoautens
Kumar : |} /= | Amit Kumar ?irw_,,‘_.\':--—

Reprint Date: Reprint Date: C——— ' Reprint Date:

Jata:29.05.2023 Jara:29.05.2023 Jata:29.05.2023
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page2 of 5/ C1p. 2 m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykauu®, TabierkH, HOKPbIThIE NAEHOYHOI 0060J04Ko0ii, 400 Mr + 325 mr

Batch No / Cepis Ne : V2300941 \Batch Quantity / O6bem naprid : 776.000 Kg
Analytical Report No / Ananutuueckuii otuer No : Date of Analysis / JTata anamiza: 29.05.2023
040001851819

Date of Manufacture / Jlata nponssosctsa : May-2023 {Date of Expiry / Cpok roguoetn : Apr-2028
Analysis performed according ND / Anani3 nposened no HJI: [T N011252/01-300522

3 |Average tablets weight 968.1 mg/968.1 mr 1940.9 mg to 999.1 mg
Cpennss macca (970.0 mg + 3%) /
TadNeToK Or 9409 mr  no 9991 Mr

(970,0 Mr £ 3 %)

4 Disintegration / 08 min 50 sec / 08 mitn 50 cek  |Not more than 30 minutes /
Pacnanaemocts He 6onee 30 min

5 |Dissolution / 100 % to 103 % Not less than 70% (Q) C;3Hs0»
PacTBopeniie (Ibuprofen) dissolved in 30 minutes /

He wmewee 70 % (Q) CiHis0.
(noympoden) uepes 30 muH

100 % to 101% Not less than 70% (Q) CsHoNO-
(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO,
[(mapaueramon) uepes 30 MHH

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: [poaykr cootBeTcTBYeT Tpebosanusm HJ | 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneno: Pardeep | ITposepetio: Himesh Kumar Onobpeno: Menekep / Pykosoaurens
Kumar — |\ __—~ Amit Kumar &-:_.,

Reprint Date: Reprint Date:™° ' Reprint Date: Ea

Hata:29.05.2023 Hata:29.05.2023 Hata:29.05.2023
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CERTIFICATY, GF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, TadneTkH, NOKPLITHIE NJIEHOYHOI 00004K0ii, 400 mr + 325 mr

Batch No / Cepust No : V2300941

Batch Quantity / OGvem napriin : 776.000 Kg

040001851819

Analytical Report No / Ananutiueckiuii oryer No :

Date of Analysis / Jlata ananiza: 29.05.2023

Date of Manufacture / Jlata npouzsosactsa : May-2023

Date of Expiry / Cpok rogHocts : Apr-202

Analysis performed according ND / Ananns nposenen no HJ[; 11 NO11252/01-300522

6 |Related substances /
Poncreenubie mpumecn

Method 1/ Meton 1

Method 2 / Mertopn 2

0.0001%

BDL (Disregard Limit 7138)

4-aminophenol (paracetamol impurity) /
4-amHHO(eHON (TIpUMech napaucramMona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or

paracetamol) /  JloGas  enuunuuHas
npuMech (ndynpodena 1IH
napareraMmona) - not more than 0.3% /

e Ao 03 A

0.0001% Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meton 1 + Merog 2) -
not more than 0.7% / ne 6onee 0.7 %
9 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5.0 %
10 |Uniformity of dosage
units /
OaHopoaHocTs 0.6 Acceptance value (AV) should be not
JO3HPOBAHHS more than 15.0 /
- Ibuprofen /ubynpoden ITokaszatens npuemiemocti (AV) nokeH
OLITh He Bonee 15,0
- Paracetamol/ 0.6 Acceptance value (AV) should be not
rnapaueTamon more than 15.0 /

IToxazarens npuemaemoctn (AV) nomxen
‘6I>ITI> He Oojee 15,0

Remarks: The Product conforms to ND/

Ilpumeuanue: [poaykr COOTBETCTRYET TpeboBaHuaM HJJ

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Honrotoeneno: Pardeep | [Tpoeepeno: Himesh Kumar Onobpeno: Menemzep / Pykosoantens
Kumar cj_,f \ | Amit Kumar ‘\;

Reprint Date: Reprint Date: <—<~ " | Reprint Date: ' o
Hara:29.05.2023 Harta:29.05.2023 Jata:29.05.2023
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CERTIFICATE OF ANALYSIS
CEPTHUOPHKAT AHAJIM3A

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, rabneTkn, NOKPbITHIE JIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Page 4 of 5/ Crp. 4 u3 5

Batch No / Cepust No : V2300941

Batch Quantity / O0bem napthn : 776.000 Kg

040001851819

Analytical Report No / AHannTiueckuii otuer Ne ;

Date of Analysis / Jlata ananuza: 29.05.2023

Date of Manufacture / Jlata nponssoacTea : May—2_023

Date of Expiry / Cpok rogHoctH : Apr-2028

Analysis performed according ND / Ananus nposesen no HJI: T NO11252/01-300522

[ 11 [Microbial limits /

Mukpobuonoriueckas
YHUCTOTA

a) Total aerobic
microbial count /
Oodlee 4UCcno
a3pOOHBIX
MHKPOOPraHH3MOB

b) Total combined
/ Od1wee yicno

APOXIKEBBIX H
MJICCHEBBLIX FpIIGOB

yeasts and mould count

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

Less than 5 CFU/g /
Menee 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

11T (VAN AR VS

c¢) E. coli Absent in 1g/ Otcytesyer B It |Shall be absent in lg / OrtcyrtcrBue B
Ir
12 |Assay/ 396.9 mg/396.9 mr 360.0 to 4400 mg of C;HiO,
KonnuecteHHoe (Ibuprofen) per tablet /
onpeneneHye Or 360,0 mMr go 440,0 mr C;3H;0-

326.06 mg/ 326.06 mr

(nbynpoden) B TabdeTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO»
(napaueramon) B TabneTke

of CsHoNOz

Remarks: The Product conforms to ND/ Opinion: APPROVED

lipumeyanue: Ilpoaykr coorBercTByeT Tpebopanusam HJ[ | 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Pardeep | Ilpoeepeno: Himesh Kumar OnoOpeno: Menemiep / Pykosoanrens
Kumar \ —+Amit Kumar K—;
Reprint Date: Reprint Date~——— .| Reprint Date: . -
Hata:29.05.2023 JlaTa:29.05.2023 Hara:29.05.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Ibuclin, film-coated tablets, 400 mg_+ 325 mg
HOykaun®, TabjgeTKH, NOKPHITHIE MEeHOYHOIT 060104K0i, 400 M1 + 325 mr

PageSof 5/ Crp.5u3z 5

Batch No / Cepust Ne : V2300941

Batch Quantity / O0bem naptun : 776.000 Kg

040001851819

Analytical Report No / Ananitngecknii otuer No ¢

Date of Analysis / lata ananuza: 29.05.2023

Date of Manufacture / Jlata npoussoacraa : May-2023

|Date of Expiry / Cpok roanoctii : Apr-2028

Analysis performed according ND / Anami3 nposeaet no HJT: TT NO11252/01-300522

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnetok B [IBX/Al Gnucrep. o 1
OJHCTEpY B Tayky KapTOHHYIO
BMECTE €  HHCTpyKUHeH  no
NPUMEHEHIIO,

nauKy

110 tablets in PVC/AI blister. 1, 2 or 20|
blisters and a patient information leaflet
in a carton. / ITo 10 tadnetok B [IBX/Al
onuctep. Ilo 1, 2 unn 20 Osvcrepos B

KapTOHHYO BMeCTe ¢

HHCTPYKILHMEN IO MPHMEHEHHUED.

14 | Labeling / Mapkuposka| According to ND. / B cootsercrain ¢ HJIL

15 | Storage conditions /

At temperature not more than 25 °C. /

nponssoantens I'JID:

XpaHeHne I1pu Temneparype He Botine 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
[ rorHOCTH
ﬁgﬁ;:ﬁigﬁ}? 1( @C (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapatieramon
API manufacturer batch number / PIBM230097 5041/22-23
Howmep cepuu npoussognrens ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcranuuu FEQA00182 FEQA00167

API Manufactured by & country /
Hponssogurens ADC, crpauna:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus

®apwma Caliencns Jlumuren, Muams

Sr1 Krishna Pharmaceuticals
Ltd., India / llpn Kpumua
®apMacblOTHKANIC JItn.,
WUnpus

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBercTByeT TpeGosanusam HJ

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Hata:29.05.2023

Jata:29.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoeneno: Pardeep | Ilposepeno: Himesh Kumar Opnobpeno: Menemskep / PykoBoutens
Kumar \ __——| Amit Kumar L.-‘\\-"_
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