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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJeTKH, NOKPBITHIE MJIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400056

Batch Quantity / O6vem maptum : 770.30 Kg

040002413213

Analytical Report No / AHanuTHyeckuii oruer No :

Date of Analysis / JlaTta ananu3za: 06.02.2024

Date of Manufacture / Jlata npou3BoacTsa : 12/2023

Date of Expiry / Cpox rogHoctu : 11/2028

Analysis performed according ND / Ananus nposexen mo HJI: [T N011252/01-160123

Ne [Test/ Iloxa3zaTen

Results/ PesyjbTaTs!

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancyaoBUOHOH (OpPMBI, MOKPBITHIE
MJIEHOYHOHW 000I0YKOH OpaHXKeBOro
L[BETa, C PUCKOI Ha OJHOI CTOpOHE;
Ha TONepedyHOM pazpese — SApo
6eoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KarncynoBUAHOH  (OpMBI,  MOKpPBIThIE
IUIGHOYHOM  00OJIOUKOH  OpaHXeBOro
[{BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
IOMEPEUHOM paspese — sApo Oeoro uiu
oyt 6eoro nBeTa.

2 |Identification /
IopnHHOCTE

Complies as prescribed/
CoOoTBETCTBYET

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) /
BpemeHa yzaep>kMBaHHs OCHOBHBIX ITUKOB
Ha XpoMarorpamme HCIBITYEMOTO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM  yJep)XUBaHWs IIHMKOB Ha
XpoMarorpaMMe pacTBOpa CTaHAAPTHBIX
obpa3yoB ubynpodeHa u mapareraMmosna
(paznen «KonnuecTBeHHOE
OMPEAEIICHUEY)

3 |Average tablets weight
Cpennss macca
TabneTox

972.9 mg/ 972.9 mr

From 940.9 mg 999.1
(970.0 mg £+ 3.0 %) /
Or 9409 wmr

(970,0 mr + 3,0 %)

to mg

999,1 MI

pie}

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKkT cooTBeTCTBYET TpeboBanusm HJJ

Opinion : APPROVED
3aknaouenne: OJOBPEHO

Hara: 06.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorornexo: IIpoBepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykoso JHTEb
Ranjeet Maurya e I Manoj Kumar 'n»b (el
Reprint Date:. Reprint Date: Reprint Date:

Jara: 06.02.2024

Jara: 06.02.2024

134, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTkd, NOKPLIThIE MJIeHOYHOH 0060J104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400056 Batch Quantity / O6bem napruu : 770.30 Kg
Analytical Report No / AHajuTu4yeckuii order Ne : Date of Analysis / JlaTa ananu3za: 06.02.2024
040002413213

Date of Manufacture / lata npoussoacrsa : 12/2023  |Date of Expiry / Cpok roasoctH : 11/2028

Analysis performed according ND / Ananu3s nposeaen mo HJI[: [1N011252/01-160123

4 |Disintegration / 06 min 47 sec/ 06 muH 47 cek  |Not more than 30 min/
PaCHaIIaeMOCTL He 6omnee 30 MUH

5 Dissolution / 95% TO 101 % NOt IeSS than 70% (Q) Of C|3H|802
PacTBopenue (Tbuprofen) after 30 min /

He w™enmee 70 % (Q) C;3sHisOs
(ubynpoden) uepes 30 MuH

99 % to 104 % Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(napauetamon) 4epe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

pumeqanne; [TpoaykT cooteTcTByeT Tpebosanusam HJI | 3axmouenne: ONOBPEHO

Prepared by /(A_g/ Checked by / Approved by: Manager/Fxecutive/
[loarorosieHo: [Tpoeepeno: Santgsh Kumar | Ogo6peHo: Menemxep / Pykosogurens
Ranjeet Maurya > Manoj Kumar wﬁ
Reprint Date:. Reprint Date: Reprint Date: -

Hara: 06.02.2024 Hata: 06.02.2024 Hara: 06.02.2024

Baniara Hills, Hyderabad - 500034, Telanganag, India

1 A0 4900 2898, Email mail@drredays.cam
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkauH®, TabJeTKH, NOKPHITHIE IUIEHOYHOH 000/104K0#, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400056 Batch Quantity / O6bem napruu : 770.30 Kg
Analytical Report No / Anajuru4eckuii oTuer No : Date of Analysis / laTa ananu3za: 06.02.2024
040002413213
Date of Manufacture / lata nponsBoactsa : 12/2023  [Date of Expiry / Cpok rogsocty : 11/2028
Analysis performed according ND / Ananaus npoBeaen mo HJI: [T N011252/01-160123
6 |Related substances / A 4-aminophenol (paracetamol impurity)
Poncreennsie npumecu 0.001% - not more than 0.005 % /
Method 1/ Merop 1 4-amuHo¢eHon (IpUMeCh NapaleTamoria)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas €IMHU4HAs NPUMECH
(ubynpodeHa unu napaneramosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Merton 1 + Metozn 2)
- He 6onee 0,7 %
9 |Water/ Boaa 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Opinion : APPROVED
3aknwuenune: OJIOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTCTBYET TpeboaHusim HJI

Prepared by / @/ Checked by / Approved by: Manager/Executive/
[Toarotornexo: ITpoBepeno: Santo%umar Onobpeno: Menemxep / PykoBojiuTenb
Ranjeet Maurya \ Manoj Kumar '}\MMH
Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024

Hara; 06.02.2024

Hara: 06.02.2024
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabJIeTKH, NOKPLIThIE JIEHOYHOI 060J104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400056

Batch Quantity / O6wem naptuu : 770.30 Kg

040002413213

Analytical Report No / Anaaurnyeckuii oryer Ne :

Date of Analysis/ lata ananusa: 06.02.2024

Date of Manufacture / /{lata npou3BOACTBA :

12/2023 | Date of Expiry / Cpok roanocrs : 11/2028

Knalysis performed according ND / Ananu3 nposegen mo H/: T1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden Ilokasarens npuemneMoctH (AV) nomkeH
OBITE He Ooee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaueTaMmo more than 15.0 /
[Tokazarens npueMiaeMoctd (AV) 10mkeH
ObITE He OoJee 15,0

11 |[Microbiological purity /

Mukpobuonoruyeckas

qucToTa®

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

microbial count / NA He 6onee 1000 KOE/r

O61uee yncno

aspoOHBIX

MHKpPOOPTaHHU3MOB

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

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

/ Ob1wiee uucio

JPOMOKEBBIX U

HJIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in 1g / OtcyrctBUHE B

ir

Remarks : The Product conforms to ND/

IIpumeuanue: [Iponykt coorBercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / :/“\! ) Checked by / Appraoved by: Manager/Executive/
[loaroToBneno: [IpoBepeHo: Santosh Kumar | Opo6peno: Menemxep / Pykogoaurens
Ranjeet Maurya ( - Manoj Kumar B ﬁ

Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024 Hata: 06.02.2024 Hata: 06.02.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, Tab/IeTKH, MOKPBITHIE IJIeHOYHO#H 000,10uK0H, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2400056 Batch Quantity / O6bem mapruu : 770.30 Kg
Analytical Report No / AHanuTHYecKHii oTyeT Ne : Date of Analysis / laTa anaau3za: 06.02.2024
040002413213
Date of Manufacture / Jlara npouspoacrsa : 12/2023 | Date of Expiry / Cpok rognoctn : 11/2028
Analysis performed according ND / Anasau3 nposeaen mo HJI: [T N011252/01-160123
12 |Assay/ 398.6 mg/ 398.6 mr From 360.0 to 440.0 mg of C;3H50;
KonuyectenHoe (Ibuprofen) per tablet /
onpeeseHue Or 360,0 mr go 440,0 mr C;3His0:
(ubynpoden) B Tabnetke
327.49 mg/ 327.49 mr From 292.5 to 357.5 mg of CsHyoNO,
(Paracetamol) per tablet /
Ot 2925 mr mo 357,5 mr CgHoNO,
(napaueramon) B TabneTke
13 | Package / YnakoBka 10 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 information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / Ilo 10 Tabnerox B [IBX/Al
Tabnerok B [IBX/Al 6nuctep. [lo 1 [6auctep. Ilo 1, 2 unu 20 6amcrepos B
Oomictepy B Mayky KapTOHHYIO |MadkKy KapTOHHYIO BMECTE c
BMECT€ C  HHCTPYKUHMeH 1O |HHCTPYKIHUEN MO MPUMEHEHHIO.
TIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBetctBum ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bolwe 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
rOJTHOCTH

* 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. / [IpoBoguTCSI TPOU3BOAUTENEM MIPU
BBIITyCKE NEPUOANYECKH: Uil Kaxaoi 20-0if cepuu wnu He MeHee 1 pasa B rof. Ilokazarens MoxeT ObITh
HE BKJIIOUEH B cepTHQUKAT aHanu3a GUpPMEI

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJY

Opinion : APPROVED
3axmouenne: OJJIOBPEHO

Jata: 06.02.2024

Hara: 06.02.2024

Prepared by / () )}~ Checked by / Approved by: Manager/Executive/
[ToarororneHo: [Ipoeepeno: Sa Kumar | Onobpeno: Menemxkep / Pykososurens
Ranjeet Maurya = i Manoj Kumar ) M(H
Reprint Date:. Reprint Date: Reprint Date: —

Harta: 06.02.2024

=4, Telanpana, Indin

lys,.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabieTKH, NOKPBIThIE NVIeHOYHO# 000104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400056

Batch Quantity / O6bem nmaptuu : 770.30 Kg

040002413213

Analytical Report No / AnannTudeckuii ordyer Ne :

Date of Analysis / [IaTa ananan3za: 06.02.2024

Date of Manufacture / /lata npoussoacTsa : 12/2023

Date of Expiry / Cpok rogaoctu : 11/2028

Analysis performed according ND / Ananu3 nposeaes mo HJI: IT N011252/01-160123

API name (INN) /

Haumenopanmne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npou3BoguTEIA PIBM230402 0927/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00581 FEQA00601

Homep cepun cybcTaHnuu
npouspoautes I'JID:

API Manufactured by & country /
IIpousBopurens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OKTuB
®apma Caitencus Jlumuren,
WHans

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpumna
®apmacwtotukaic JItn., Uaaus

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by @ Checked by / Approved by: Manager/Executive/
[ToaroTorneHo: [posepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosojiurens
Ranjeet Maurya 9%‘,:.; Manoj Kumar ’}32"&_(/!
Reprint Date:. Reprint Date: Reprint Date: i

Hara: 06.02.2024 Hara: 06.02.2024 Jara: 06.02.2024




