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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJeTKU, NOKPbIThIE IUIeHO4YHOH 0060104Kk0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400124

Batch Quantity / O6bem napTuu : 763.3 Kg

Analytical Report No / AHanuTH4yeckuii orger Ne :
040002420858

Date of Analysis / laTa ananu3za: 15.02.2024

Date of Manufacture / lata npousBoactna : 01/2024

Date of Expiry / Cpok rogHocTH : 12/2028

Analysis performed according ND / Anaan3 nposeaen no HJI: [T N011252/01-160123

TabneTok

Ne | Test / IlokazaTeanb Results/ Pe3yabTaThi Specification / Hopma
1 |Description/ Onucanue |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../  TaGnetku|core at the cross-section. / Tabnerku
KarncyJlOBHAHON (OPMBI, MOKPBITHIE|KANCYIOBHAHOW  (GOPMBL,  IOKPBITHIE
IUIEHOYHOH 00O0JIOUKOH OpaHKEBOro|NJIEHOUHOH  000JI0YKOH  OopaHxkeBoro
I[BeTa, C PHCKOI Ha OJHOHM CTOpOHE;|lBeTa, C PUCKOM Ha OJHOH CTOpOHE; Ha
Ha TIOMEepeYyHoM paspe3e — SJpO|MONEepeyHoM paspese — saapo Oenoro uiu
Oesoro 1BeTa. MoYTH Genoro 1Bera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MoxnuHHOCTE CooTBeTCTBYET 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 yJiep)KUBaHHS OCHOBHBIX MUKOB
Ha XpoMarorpaMmme HCITBITYEMOrO
pacTBopa  JIO/DKHBI ~ COOTBETCTBOBATb
BpeMeHaM  yIep)KMBaHHs IHMKOB  Ha
XpoMaTorpaMMe pPacTBOpa CTaHJAPTHBIX
obpaszuoB ubynpodeHa W mapaueramona
(pasnen «KonuuecTseHHOE
OIIpe/ieIEHUE)
3 |Average tablets weight 969.5 mg / 969.5 mMr From 9409 mg to 9991 mg
CpenHsist Macca (970.0 mg = 3.0 %) /

Ot  940,9 MI 10 999,1 MTI
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykt coorBercTBYyeT TpeboBanusam HJI

Opinion : APPROVED
3akioueHue: OJIOBP.EHO

Prepared by /
[ToAroToBNEHo: }T

Shivani

Reprint Date:.
Hara: 15.02.2024

Checked by / Approved by: Managdr/Executive/
[Iposepeno: Santegh Kumar Onobpeno: Menemxep / Pykodoauresb
Maurya g Abhishek Chauhan T
Reprint Date: Reprint Date: i '

Hara: 15.02.2024 Hara: 15.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJeTKH, NOKPbIThIE IJ1eHOYHOH 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400124 Batch Quantity / OGbem maptuu : 763.3 Kg
Analytical Report No / AHanuTH4yeckuii order Ne : Date of Analysis / JaTa ananu3za: 15.02.2024
040002420858

Date of Manufacture / Jata npousBoactsa : 01/2024  |Date of Expiry / Cpok rogsocru : 12/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI[: [T N011252/01-160123

4 |Disintegration / 07 min 38 sec/ 07 muu 38 cek  |Not more than 30 min /
Pacnapaemocts He 6oee 30 MuH

5 |Dissolution / 98% To 100 % Not less than 70% (Q) of Ci3His0»
PacrBopeHne (Ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHisO
(ubynpocden) yepes 30 MuH

97 % to 102 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:
(napaueramonn) yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusam HJl | 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarortosyeHo: /> [IpogepeHo: Sayﬂo‘sh Kumar Ono6peno: Menemxep [|Pykosbaurens
Shivani Maurya @&’ <N Abhishek Chauhan k
Reprint Date:. Reprint Date: Reprint Date: - \

Hara: 15.02.2024 Hara: 15.02.2024 Jara: 15.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yKkaun®, TabneTKH, NOKPLIThIE IIEHOYHOIH 000/104K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2400124

Batch Quantity / O6bem naptuu : 763.3 Kg

040002420858

Analytical Report No / Ananutudecknii oruer Ne : Date of Analysis / [lara ananau3za: 15.02.2024

Date of Manufacture / Jlata npoussoacrtsa : 01/2024 | Date of Expiry / Cpok rogsocth : 12/2028

Analysis performed according ND / Anaaus nposeaen no HJI: I N011252/01-160123

6 |Related substances /
PoJCTBEHHBIE NPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

a 4-aminophenol (paracetamol impurity)
0.001% - not more than 0.005 % /

4-ammuHOdeHON (MpUMECh IapaleTaMmoNa)
- He Hosee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eAUHUYHAS NPUMECH
(ubynpodeHa WM mapaneramona) - He
ooiee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Meton 2)
- e 6onee 0,7 %

9 |Water/Bona 1.3% Not more than 5.0 % /
He 6o0nee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
INpumeuanne: [TpoaykT cootBercTyeT Tpebopanuam HJ[ | 3akmouenne: ONIOBPEHO
Prepared by / _ | Checked by / Approved by: Manager/Executive/
[ToarorosneHo: A T [TpoBepeno: Santosh Kumar OnobpeHo: MeHeﬂmep@m OJUTENb
Shivani Maurya Y. s Abhishek Chauhan ,K
Reprint Date:. Reprint Date: Reprint Date: T
Jara: 15.02.2024 Hata: 15.02.2024 Hata: 15.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJ1eTKH, NOKPBITHIE MJIeHOYHO 000J104K0MH, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400124

Batch Quantity / O6bem naptun : 763.3 Kg

Analytical Report No / AHasuTu4deckuif oryer Ne :
040002420858

Date of Analysis / [laTa ananu3za: 15.02.2024

Date of Manufacture / JlaTta npoussoacrsa : 01/2024

Date of Expiry / Cpok roanocrs : 12/2028

Analysis performed according ND / Ananus npogeaen no HJI: TI N011252/01-160123

c¢) E. coli

10 |Uniformity of dosage

units /

OpHOpPOOHOCTh Acceptance value (AV) should be not

JIO3UPOBaHUA 1.2 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazarens npuemieMoctu (AV) nomkeH
OBITE He Ootee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaueTramon more than 15.0 /
[Tokazarens npuemneMocty (AV) nomkeH
ObITh He Oouee 15,0

11 [Microbiological purity /

Muxkpobuonoruveckas

yucroTa* NA

a) Total aerobic Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

Ob1ee yucno

a’pobHBIX

MHKPOOPTaHU3MOB NA

b) Total combined Not more than 100 CFU/g /

yeasts and mould count He 6onee 100 KOE/r

/ Obiee yucno

JIPOXOKEBBIX U

TIJIECHEBLIX TPHOOB NA

Shall be absent in lg / OrcyTcTBHE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorercTBYeT TpeboBaHusaMm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JaTa: 15.02.2024

Hata: 15.02.2024

Prepared by / ) Checked by / Approved by: Managet/Executive/
[ToarororneHo: A} [IpoBepeHo: Sant@i’\i{umar Onobpeno: Meunemxepl/ Pykosdauresns
Shivani Maurya o= Abhishek Chauhan - t
Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykamH®, TabJaeTKH, NOKPBIThIE MJIEHOYHOMH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400124

Batch Quantity / O6bem naptun : 763.3 Kg

040002420858

Analytical Report No / AnanutH4yecknii order Ne : Date of

Analysis / lata ananusa: 15.02.2024

Date of Manufacture / lata npouspoacrsa : 01/2024 | Date of

Expiry / Cpok rogsocts : 12/2028

Analysis performed according ND / Anasnm3 nposeaed no H/: [1N011252/01-160123

12 |Assay/
KonndecTBeHHOE
ornpeneneHue

397.7 mg/397.7 Mr

328.21 mg/ 328.21 mr

From 360.0 to 440.0 mg of C;;H;50,
(Tbuprofen) per tablet /

Ot 360,0 mr go 440,0 mr CiHisO2
(ubynpodeHn) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Ot 292,5 mr jpo 357,5 mr CgHyoNO;
(napaiieramMon) B TabJeTKe

13 | Package / YmakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. 1o 1
Onuctepy B MauyKy KapTOHHYIO
BMECTE C  MHCTpPYKUMEH 1o
[IPUMEHEHHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
onuctep. Ilo 1, 2 wnmu 20 6muctepoB B
navKy KapTOHHYO BMeCTe c
HHCTPYKLHEH N0 TPUMEHEHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBercTBun ¢ H/L.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpauenue I1pu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TONHOCTH

* 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 nmpousBoanTEeM HpPH
BLINYCKE TIEPUOJMYECKH: IS Kaxaol 20-oif cepur ui He MeHee 1 pasa B ro. Ilokasaresns MOXeT OBITh
HE BKIIIOUEH B cepTUdHKAT aHaN3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusamM HJI

Opinion : APPROVED
3aksmouenue: OJIOBPEHO

Prepared by / /§T Checked by /

Approved by: Manager/Executive/

Hata: 15.02.2024

Hata: 15.02.2024

[ToarorosneHo: [TpoBepeHo: San@g{{umar Ono6peHo: Menemxgp / PykpBoAUTEND
Shivani Maurya o Abhishek Chauhan F
Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HNOoykaun®, Tab/eTKH, NOKPBITHIE MJIEHOYHOH 00010uK0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400124 Batch Quantity / O6bem maptun : 763.3 Kg

040002420858

Analytical Report No / AnajnuTu4deckuii oryer Ne :

Date of Analysis / laTta anaansa: 15.02.2024

Date of Manufacture / Jlata npoussosacrsa : 01/2024

Date of Expiry / Cpok rogaocts : 12/2028

Analysis performed according ND / Anaans nposeaen mo H/: I N011252/01-160123

API name (INN) /
Haumenopanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapauetamon

Homep cepun npou3BoAMTENS
ADC:

API manufacturer batch number /

PIBM230404

0883-23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTanuuu
npoussoauTens I'JId:

FEQA00582

FEQA00650

Hpouszsogurens ADC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiencus Jlumuren,
Hunus

Sri Krishna Pharmaceuticals Ltd.,
India / I11pu Kpuirna
®Oapwmacsrotukanc JIta., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt cootBeTcTBYET TpeboBanuam HJ{

Opinion : APPROVED
3aknawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: AT ITpoepeno: Santosh,Kumar Onobpeno: Menemxep [PyKDBO,H,I/lTeIIb
Shivani Maurya 2 Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: o ‘

Hara: 15.02.2024 Hara: 15.02.2024 JHara: 15.02.2024




