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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabaeTKH, NOKPbIThIE I1eHOYHO# 000J109Kk0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301818

Batch Quantity / O6nem napruu : 767.7 Kg

Analytical Report No / AnanutHuyecknii ordyer Ne :
040002133028

Date of Analysis / JlaTa ananu3za: 19.12.2023

Date of Manufacture / lata npousBogcrsa : 09/2023

Date of Expiry / Cpok roanocts : 08/2028

Analysis performed according ND / Ananus nposegen mo H/: T1 N011252/01-160123

No

Test / Iloka3zaTean

Results/ Pe3yabTaThl

Specification / Hopma

1

Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
Kancyja0BUIHOW (DOpPMBI, TMOKPBITBIE
TUICHOYHOU 00O0JIOUKON OpaHKEeBOro
11BE€Ta, C PUCKOH Ha OJIHOIl CTOpOHE;
Ha [MODEepeYyHoOM paspese — SIpo
6esoro UBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabieTkn
KarcyjoBHAHOH  (OpMBI,  ITOKPBITHIE
NJIEHOYHOM  00OJIOUKOH  OpaHXeBOro
[[BETA, C PUCKOH Ha OJHOM CTOpOHE; Ha
IONepeuHoM paspese — SApo 6eroro uinu
oYty 6€10ro NBETA.

Identification /
TTonMHHOCTE

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) /
BpeMmeHa ynepXXHBaHUSI OCHOBHBIX MHKOB
Ha xpomarorpamme HCITBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpEMEHaM  YAEpXKMBaHUS [HUKOB Ha
XpomarorpaMMe pacTBOpa CTaHJapTHBIX
obpasuoB ubynpodeHa U mapaieramona
(paznen «KonuuecTBeHHOE
onpeAeIeHye»)

Average tablets weight
CpenHsia macca
TabneTox

968.3 mg/968.3 mr

From 9409 mg to 9991 mg
(970.0 mg % 3.0 %) /

Or  940,9 MI 10 999,1 MT
(970,0 Mr+ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: & [TposepeHo: Rama kant OnobpeHo: Menemxep / PykoBoaurens
Ankit " Amit Kumar -

Reprint Date:. Reprint Date: ' Reprint Date:

Hata: 19.12.2023 Hara: 19.12.2023 Hara: 19.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Tab1eTKH, NOKPbITHIE IJ1IEHOYHOIH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301818

Batch Quantity / O6bem naptuu : 767.7 Kg

040002133028

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / [lata ananusa: 19.12.2023

Date of Manufacture / JJara npon3Boactsa : 09/2023

Date of Expiry / Cpok rognocru : 08/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: [1N011252/01-160123

4 |Disintegration /
Pacnagaemoctb

08 min 24 sec/ 08 muH 24 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PacrBopenue

96 % To 101 %

99 % to 103 %

Not less than 70% (Q) of Ci3HisO
(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CiHiO:
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CzHoNO»
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(napaneramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
Zaknrouenne: OJIOBPEHO

Hara: 19.12.2023

Jarta: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneno: /) [IpoBepeno: Rama kant Onobpeno: Menemxep / PykoBoaurenb
Ankit / A/ Amit Kumar {3(,;"/

Reprint Date:. Reprint Date: ) Reprint Date:

Hara: 19.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauu®, TabsieTKH, NOKPBITHIE IJIEHOYHOI1 060J104K0ii, 400 Mr + 323 mr

Batch No / Cepust Ne : V2301818 Batch Quantity / O6bem nmaptum : 767.7 Kg
Analytical Report No / AHanuTH4eckuii oTyer Ne Date of Analysis / laTa anaan3za: 19.12.2023
1040002133028

Date of Manufacture / lata npoussogctsa : 09/2023  |Date of Expiry / Cpok roasoctu : 08/2028

Knalysis performed according ND / Anann3 nposeaes no HJI: [1N011252/01-160123

6 |Related substances /
PoacteenHble NpUMecH
Method 1/ Meton 1

Method 2 / Meton 2

; 4-aminophenol (paracetamol impurity)
0.0001% - not more than 0.005 % /

4-amMuHo¢eHon (mpuMech NapaleTamosna)
- He 6osee 0,005 %

0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobast eAUHUYHAS IpUMech
(uOynpodeHa MM mNapaueramosa) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.05% - not more than 0.7 % /

Cymma npumeceid (Merton 1 + Mertop 2)
- He bonee 0,7 %

9 |Water/ Bona

1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Tpoaykt coorBeTcTBYeT Tpeboranuam HJI | 3axkmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IlogrotoBneno: j [TpoBepeHo: Rama kant Onobpeno: Menenxep / PykoBoaurensb
Ankit /{ — Amit Kumar N

Reprint Date:. Reprint Date: ' Reprint Date: :

Hara: 19.12.2023 Hara: 19.12.2023 Hata: 19.12.2023
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykiun®, TabJeTKH, MOKPbITHIE INIEHO4HOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301818

Batch Quantity / O6bem napruu : 767.7 Kg

040002133028

Analytical Report No / AHanuTuyecknii oryer Ne :

Date of Analysis / JlaTa anananza: 19.12.2023

Date of Manufacture / laTa npousBojacTa : 09/2023

Date of Expiry / Cpok rognoctu : 08/2028

Analysis performed according ND / Anaans nposesen mo HJ: I1 N011252/01-160123

10 |Uniformity of dosage

units /

OIHOPOIHOCTD Acceptance value (AV) should be not

JI03UPOBaHUs 1.5 more than 15.0 /

- Ibuprofen /ubynpoden [Tokaszatens npuemiaeMocTd (AV) 1omkeH
ObITH He Hoee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napaneramort more than 15.0 /
[Tokaszatens npuemieMocTy (AV) KommkeH
ObITH He H6onee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

O61ee 4ucno

a’pOOHbBIX

MHKPOOPraH13MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Obluee yucio

JIPOKKEBBIX U

TJIECHEBBIX TpUbOB

c) E. coli NA Shall be absent in lg / OTCyTCTBUE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooreTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
Zakmwouenne: OJJOBPEHO

Hara: 19.12.2023

Jara: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarotosneHo: P(_ [TpoBepeno: Rama kant Onobpeno: Menekep / PykoBoautesnb
Ankit e ; Amit Kumar L\

— J -
Reprint Date:. Reprint Date: : Reprint Date:

Hata: 19.12.2023
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CEPTUPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabaeTKH, NOKPHITHIE NIeHOUHO# 000104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2301818

Batch Quantity / O6bem maptuu : 767.7 Kg

1040002133028

Analytical Report No / AHannTHYecKuii oTyer No :

Date of Analysis / laTa ananu3za: 19.12.2023

Date of Manufacture / Jata npousBoactsa : 09/2023

Date of Expiry / Cpok roanocrs : 08/2028

FAnalysis performed according ND / Ananu3 nposeaes no HJI: I1 NO1 1252/01-160123

12 |Assay/

KonunyecTBennoe
OTpelIeTIeHNE

397.3 mg/397.3 Mmr

325.63 mg/325.63 mr

From 360.0 to 440.0 mg of C;3sHi30,
(Tbuprofen) per tablet /

Or 360,0 mr mo 440,0 mr C;3His0:
(ubynpodeH) B TabneTKe

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

Or 292,5 mr go 357,5 mr CsHoNO»
(mapauieramon) B TabNeTKe

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. ITo 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnetox B [IBX/Al
onucrep. Ilo 1, 2 win 20 6nMcTepoB B

Oonucrepy B MadKy KApTOHHYK |Mauky KapTOHHYIO BMECTE c
BMECTE C  HHCTpyKUHeH MO |MHCTPYKLHEH MO NPUMEHEHHIO.
NPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

Xpanenue

15 | Storage conditions /

At temperature not more than 25 °C./
ITpu Temneparype He Boie 25 °C.

roOaAHOCTH

16 | Shelf life / Cpoxk

5 years / 5 ner

* 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 npoussoautenemM npu
BBINYCKE MEPUOAMUECK: Uist Kol 20-oi cepud wiM He MeHee 1 pasa B rofl. Ilokasarens MOXeET ObITh
He BKJIIOYEH B CepTH(UKAT aHanu3a GUpMBI

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Hara: 19.12.2023

Jlata: 19.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: [Tposepeno: Rama kant Onobpeno: Menemxep / PykoBonureis
Ankit A C,O/V(r Amit Kumar LN

e J N
Reprint Date:. Reprint Date: ' Reprint Date: ]

Hara: 19.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHM3A

Page 6 of 6/ Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabJIeTKH, MOKPbIThIE NJIEHOYHOH 000J109KO0#H, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2301818 Batch Quantity / Oobem naptTuu : 767.7 Kg
Analytical Report No / AHaauTH4eckuii oTyeT Ne : Date of Analysis / laTa ananu3a: 19.12.2023
040002133028

Date of Manufacture / JlaTa npoussoacrsa : 09/2023  |Date of Expiry / Cpok roanocry : 08/2028

Analysis performed according ND / Ananu3s nposeges no HJ[: TIN011252/01-160123

ﬁfi;:::;g}l:ﬁ) A DC (MHH): Ibuprofen / U6ynpoden Paracetamol / IlapaueTramon
API manufacturer batch number /
Homep cepun npon3BoauTeNs PIBM230183 4058/23-24
ADC:
FP Manufacturer API Batch
number /
Howmep ceptn cy6eranuun FEQAO00298 FEQA00243
nponspoauTeas I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / Ilpu Kpuiuna
Ipoussogureas ADC, crpana: dapma Caiiencus Jlumuren, ®dapmackrotkanc JIta., Uuans
Wnnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TponykT coorBercTByeT Tpebopanuam HJ | 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: v [TpoBepeHo: Rama kant Ono6peHo: Menemkep / Pykosoaurens
Ankit Zf / \ e %&w Amit Kumar F(,}
Reprint Date:. Reprint Date: - Reprint Date:
Jara: 19.12.2023 Jlara: 19.12.2023 Hara: 19.12.2023

Banjara Hills, Hyderabsd - 500034, Telangana, ndl
1 404900 2998, Emailk mail@drredd
I SASS5API984PLCCOAS0T
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