Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykT: UGyknun®, Tabaerku, NOKPbITbIE ILIEHOYHOH 060,104K0i, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne : V02008 O6bem cepun " 800000.0 Tab

Analytical Report No / © 040002694381 Dafe ofAalysisy . 16.10.2024

AHanuTHueckuii oTyeT No JlaTa anaau3za

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
 JlaTa NpoM3BOACTBA I'ogen go

Mfg. License No. / MA number: /

ITponzBoacTBEHHAST : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuneH3ua Ne

Analysis performed according ND: / Ananns nposeaen mo HJ: JIII-Ne(003654)-(PI'-RU)-101123

Ne [Test / ITokazaTenn

Results/ PesyabTaTthl

Specification / Hopma

Appearance /
1 |[Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabaeTku
KarcyJNoBHIHOM HOPMBL, MOKPHITHIE
IJIEHOYHOU 000J10UKO# OpaHXXEBOTO
LBETA, C PUCKOH Ha OJHOW CTOPOHE;
Ha MOTMEPEUHOM paspese — PO
OeJtoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabsieTku kancynoBUAHOM!
(hOpMBI, TIOKPHITHIE [IJICHOUHOH 060n0uKoii
OpPaH)KEBOT'O I[BETA, C PUCKOH HA OHOI CTOpPOHE;
Ha MOMEPEeYHOM paspese — Spo 6enoro uiu
MOYTH OEJIOro nBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusmM HJI

Opinion : APPROVED
3axmwuenne: OJIOBPEHO

Prepared by /

IToarorosneno: Rama Kant

vl

Checked by /

Approved by: Manager/Executive

[Ipoeepeno: Pardeep Kumar /Onmobpeno: Menemxkep /

PyKOBO}lI/ITe_MD{iL_KumaI‘

—

Reprint Date:
Hara: 16.10.2024

e
Reprint Date:

Jara: 16.10.2024

Reprint Date¥
Jara: 16.10.2024

- 500024, Telangang, Indis

snilEdoreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 2 of 10 / Crp. 2 u3 10

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

Mponyxr: H6ykaun®, TabaeTKH, NOKPEITHIE IIeHOYHOl 060510uK0ii, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccust

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepusa No : V2402088 O0bem cepuu " 800000.0 Tab

Analytical Repo:‘t No / . 040002694381 Date of Analysis / - 16.10.2024

AHanuTHYECKHH oTyeT Ne JlaTa aHanu3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

HMaTa npousBoacTaa Iomen go

Mfg. License No. / MA number: /

IponsBogcrBennas : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CooTBeTcTBYyET

2 |Identification /
IMopnuHHOCTH

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) /
BpeMena ynepHBaHHsS OCHOBHBIX NHMKOB Ha
XpOMaTorpaMmMe HCIBITYEMOTO pacTBOPa A0JKHBI
COOTBETCTBOBATH BpEMEHAM yIep KHBaHUs MHKOB
Ha XpoMarorpaMme pacTBOpa CTaHIAPTHBIX
obpasior ubynpodena U napaneramosia (pasaen
«KonuyecTBeHHOE ONpEIeICHHEN)

3 |Average tablets weight / 970.7 mg / 970.7 Mr

Cpennss macca TabJjieTok

940.9 mg to 999.1 mg
(970.0 mg +3.0 %) /

Or 940,9 MT i (o)
(970,0 Mr = 3,0 %)

999.1 MI

4 |Disintegration / 07 min 03 sec / 07 mun 03 cex

Pacnagaemocth

Not more than 30 min /
He Gonee 30 Mun

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykr coorBercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3axaouenune: OJOBPEHO

Prepared by / Checked by /
IToarorosaeno: Rama Kant

=l

[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onpo6peno: Menemxep /
PykoBogutgne Amit Kumar

b d

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

Reprint Dale:
Hara: 16.10.2024




Dr.Reddy’s Q‘:'

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddli,

Distt. Solan, H.P,, 172 205, IND1IA
Tal: +91 981656 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 3 of 10/ Cp.3 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxt: H6ykaun®, TabaeTKH, NOKPBITHIE IUIEHOYHOI 06010UKOii, 400 Mr + 325 mr

| Market / Peinox :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepus Ne g VE=re O0bem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ . 040002694381 Date of Analysis / - 16.10.2024
AHanuTHYecKHl oTUueT No JlaTa aHaaunsa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JlaTta npou3BoACTBa T'ogen no
Mfg. License No. / MA number: /
Mpoussoycrseatas : MNB/05/263 ) 1 JIII-Ne(003654)-(PT'-RU)

Homep PY

JuueHzus No

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTtBOpenne

after

99 % to 102%

after
96 % to 103%

Not less than 70% (Q) of Ci3His0: (ibuprofen)

30 min /

He menee 70 % (Q) Ci3His02 (u6ynpoden) uepes
30 MuH
Not less than 70% (Q) of CsHyNO; (paracetamol)

30 min /

He menee 70 % (Q) CsHoNO; (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT Tpeboanusam HJI

Opinion : APPROVED
3axauenune: OJIOBPEHO

Prepared by /
IToarotrorneHo: Rama Kant

bt

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

Pyxosozu;geit'._ Amit Kumar

Reprint Dato:
Hara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

& //
Roprint D¥ato:
Hara: 16.10.2024

Rugistared Office

Tel

S-2-337, Road No, 3, Banjara Hills, Hyderabad -

CIN: L85195AP1934PLCCOASGTY
www.drreddys.com

50G034, Telangana, India

LU AS00 1600, Faxe +91 40 1980 2989, Erneil: mail@drraddys com




Dr.Reddy’s ":

Vil K

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Formu!

hol, T

Page 4 of 10/ C1p. 4 u3 10

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

Hpoaykt: M6ykaun®, Tabaerkn, NOKpbIThIe NJIEH0YHOI 060/104K0i, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepusi Ne § MEROeC O6nbem cepun © 800000.0 Tab

Analytical Repovrt No/ - 040002694381 Date of Analysis / . 16.10.2024

AHajiuTHYeCKHH oTueT Ne JaTta ananmsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTta npon3BojacTBa Togex g0

Mfg. License No. / MA number: /

IIpousBoacTBenHasn : MNB/05/263 ’ : JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Auann3s npoeenen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTeeHHble IpUMecH than 0.005% /
Method 1/ Meron 1 4-amuHodeHon (mpumech TnapaneTaMmona) He
Ooiee 0,005 %
Method 2 / Meton 2 0.03¢ Any individual impurity (of ibuprofen or
.03% paracetamol) - not more than 0.3% /
Jlobas eguHudHas npumech (MOynpodeHa Hnu
napaneramona) e 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Mertox
2) He 6onee 0,7 %
9 |Water / Bona 1.6 % Not more than 5.0% /
He 6Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
IToarotrosneno: Rama Kant

gubd -

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautejib  Apit Kumar

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

S
Reprint Daté:
Hara: 16.10.2024

wiveandiredays.com

.3, Banjars Hills, Hyderabad

- 500024, Telanzans, india

il mall@drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Page S of 10/ Cp. 5 u3 10

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

IIpoaykr: N6ykaun®, TabreTky, HOKPBITHIE [JIeHOYHOH 060J104Ko0ii, 400 Mr + 325 mr

agunenzus Ne

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No § V2402088 O6bem cepun ' 800000.0 Tab

Analytical Repo:‘t No / - 040002694381 Date of Analysis / . 16.10.2024
AxannrHdyecKkui oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

HaTa npou3BoacTBa Tonen 1o

Mfg. License No. / MA number: /

IlpounsBoacTBeHHAs : MNB/05/263 Homep PY ¢ JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JIII-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /
OJHOpPOAHOCTD
JIO3UPOBaHHs 1.9
- ibuprofen / ndynpoden

- paracetamol / 1.9
napaneTamos

Acceptance value (AV) should be not more than
15.0 /Ilokasatens npueMmaeMocty (AV) goikeH
ObITE He Oosee 15,0

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npuemiaeMocTu (AV) 10MKeH
Ob1Th He Gonee 15,0

Remarks : The Product conforms to ND/

Ipumeyanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IloarorosneHo: Rama Kant

e

Checked by /

[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosoautejib ‘@J{Lit_Kumar

r—""’/

R.eprint Date:
Hara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

R.eprint Dafe:
Hara: 16.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 6 of 10/ Cp. 6 u3 10

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

Mponyxt: UOykann®, TabneTkH, NOKPLITHIE MUIEHOYHOH 060.104K0ii, 400 Mr + 325 mr

Market / PbiHok :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab/

Cepust Ne V2402088 Oo6nem cepuun ' 800000.0 Tab

Analytical Repoz't No/ . 040002694381 Date of Analysis / . 16.10.2024

AHanuTHYecKHi oT4yeT No Jarta anannsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa npou3BojcTBa Iogen go

Mfg. License No. / MA number: /

I[Ipon3poacTeBeHHast : MNB/05/263 ) . JITI-Ne(003654)-(PT"-RU)
Homep PY

auues3ud No

Analysis performed according ND: / Anaaun3 nposeaen no HJ: JIII-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Muxpofuosioruyeckas
yuerora*®

a) Total aerobic microbial
count / Obuiee 4uucio
a’poOHBIX
MHKPOOPTraHH3MOB

NA

b) Total combined yeasts
and mould count / O01ee
YHCJIO APONIKEBBIX U
IIECHEBBIX IPHOOB

NA

¢) E. coli NA

Shall
1r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

be absent in

lg / OrcytcrBue

B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusam HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by / Checked by /
IonroToeneno: Rama Kant

Gl f

[IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/OpmobpeHo: Menemxkep /
PykoBoauTen Areli Kumar

.-—-""’f.’_’-
Reprint Date: Reprint Date: Reprint Dat¥:
Jara: 16.10.2024 Jara: 16.10.2024 Hara: 16.10.2024
Regi Hls, Hyderabad - 500034, Telangana, India

a4, Email mai

CIN: SAPLOZAPLLC04ASGT

1|,
@OCYR.COoMmM

e drraddys.com




Dr.Reddy’s ":'

Dr. Raddy's Lavoraiories i
Formularion Linit-6

Vill. Khel, Nalagarn Road, Badd,

Distt. Solan, H.P, 17: 5, INDA
Tel:+971 22165 5600102
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

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

Hpoaykr: I/I6yKJmH®, Ta0JIETKH, MOKPBITHIE IJIEHOYHOH 000104K0H, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab/

Cepusi Ne e Oo6nbem cepuu " 800000.0 Tab

Analytical Report No/ - 040002694381 Date of Analysis / . 16.10.2024
AHaJHTHYECKHI oTyeT Nt JlaTa ananu3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa npou3BOACTBA T'ogen a0

Mfg. License No. / MA number: /

IIpousBoaCTBEHHAsN - MNB/05/263 Homep PY ;. JII-Ne(003654)-(PT-RU)

Jaunensus No

Analysis performed according ND: / Auaju3 nposenen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

12 |Assay / KonuuecTBeHHOE
omnpeaeneHue

396.9 mg/396.9 Mr

323.28 mg/323.28 mr

360.0 to 440.0 mg of Ci3H30; (ibuprofen) per
tablet /

Ot 360,0 mr 1o 440,0 mr C13H1302 (u6ynpoder) B
TabneTke

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

01292,5 mr 1o 357,5 mr CgHoNO- (napaueramon)
B TabJneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister.
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / I1o 10 Tabnetok |Tabnerox B I[IBX/Al 6mucrep. Ilo 1, 2 unu 20
B [IBX/Al 6auctep. ITo 1 6nuctepy |6aucTepoB B NauKy KapTOHHYHO BMECTE C
B Mayky KapTOHHYIO BMECTE C |HHCTPYKIHEH [0 NPUMEHEHHUIO.

HHCTPXKLIHCFI 0 NPUMEHCHUIO.

1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

14 | Labeling / Mapkuposka |According to ND. / B coorserctun ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHE [pu Temneparype He Bplue 25 °C.

16 | Shelf life / Cpox 5 years / 5 ner
FOAHOCTH

Note: References in the normative document are given to the Rus

. Ph XIV.

Remarks : The Product conforms to ND/
Ipumeuanne: [lpoaykr coorrercTByeT TpebopaHusm HJI

Opinion : APPROVED
3axnawuenue: OJOBPEHO

Prepared by / Checked by /

Ll v

[Toarorosneno: Rama Kant [IpoBepeno: Pardeep Kumar /OnobpeHo: Menemxep /

Approved by: Manager/Executive

PykoBogutens nit Kumar
&-ﬂ’_}.—-’/

Reprint Date: Reprint Date:
Hara: 16.10.2024 Hara: 16.10.2024

Reprint D&e:
Jara: 16.10.2024

toad Moo 3, Banjara Hills, Hyderabad - 500024, Telangana, India

104809 2999, BEmail: mail@drreddys,com

.

CACE507

v diredays, com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 8 of 10/ Ctp. 8 u3 10

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

Mpoaykr: Hoykann®, TabneTku, NOKPLITHIE IUIEHOYHOI 060s104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccug

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepus Ne 3, V2102085 O6nem cepun " 800000.0 Tab

Analytical RepOft No/ . 040002694381 Date of Analysis / . 16.10.2024

AHanuTu4yecknif oTyer No JaTta aHau3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa mpou3sBOACTBA I'onen no

Mfg. License No. / MA number: /

IipouseoacTBeHHas : MNB/05/263 = . JITI-Ne(003654)-(PI'-RU)
Homep PY

aunedsus Ne

Analysis performed a_cc_ordi;lg_ND: / Ananus nposeneH no HJ: JITI-Ne(003654)-(PI'-RU)-101123

* 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.
[Tpumeuanue: CcblnkH B HOPMATHBHON TOKyMeHTalUuH npuBesieHs! Ha 'O PO XIV.

* TIpoBOAMTCS TIPOM3BOAUTENEM [IPHU BBINYCKE NEPHOANYECKHU: Uis Kax oK 20-0H cepuu M He MeHee 1 pasa B
roa. [TokaszaTenb MOXET OBITh He BKIFOUEH B cepTUdUKAT aHan3a GUPMBL.

API name / HaumeHoBaHue ADC: Ibuprofen / Ibynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapaiieramon
API manufacturer batch number / PIBM240151 0288/24-25

Homep cepuu npoussoautesst ADRC:

FP Manufacturer API Batch number /

Homep cepum cyGcTaHUHH POH3BOANTEISA FERA00480 FERA00390

IJI®:

API Manufactured by & country /
IIpousoanrens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa Oxrtus
®apma Caitercus Jlumures,

Sri Krishna Pharmaceuticals
Limited, India / llIpu Kpuiuxa
®dapmacsroTukaic Jumuren,

Wunus

Hunus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBaHUsAM HJI

Opinion : APPROVED
3aknwyenne: OJOBPEHO

Prepared by /
INoarorosieHo: Rama Kant

e

Checked by /
[IposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/OpobpeHo: Menemxkep /

PyxoBonuten wt’[ﬁmmar

\

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

Reprint Date:f
Hara: 16.10.2024

0G24, Talangang, hidia

Com




Dr. Beddy's Laboraterias Lid

Formulation Unit-o

@
! °® Vill. Kihol, Nelagarh Road, Badd
Dr‘ Reddy s ‘.. Distr. Solan, H.P., 172 205, INDa

Tel 451 98166 50001-02

AWwwealrreddys com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Mpoaykr: M6ykaun®, TabaeTKH, NOKPLITHIE IUIEHOYHOI 060.1049K0ii, 400 Mr + 325 Mr

Market / PpiHOK : Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne } V2402088 Ob6bem cepuu " 800000.0 Tab

Analytical Repo:'t No/ - 040002694381 Date of Analysis / . 16.10.2024

AHanuTHYecKHid oT4eT Ne JlaTa aHa/H3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa npousBoacTBa Tonen g0

Mfg. License No. / MA number: /

Iipon3BoacTBeHHast : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)
Homep PY

Junensns Ne

Analysis performed according ND: / Ananun3 nposeged no HJI: JIII-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHue, agpec, JHUEH3US A5 H-p Pennu’c Jlaboparopuc JIta., Unaus, IIponszsoacTeenHoe
IIpouspoacTBenHas niomaaka / Ilnomanka noapasaenenne-6, Bumn. Kxons, Hanarapx Poya, bagau, Jlnctpukr
KOHTpoJig kadecTBa / Ilomaaka BeinmycKa Conan, X.I1., 173205, Unans (maueH3us Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akinoyeHHe 0 COOTBeTCTBHH: «HAacTosmuM s MOATBEPXKIAl0, YTO MpUBEJEHHAs BbILIE HHPOpMaLUA ABNAETCS
JOCTOBEPHOH M TOYHOW. DTa cepus NPOLYKLMH MpoM3BeleHa (BKIIOYas YNakoBKY (MapKHpPOBKY) M KOHTPOINb
KayecTBa) Ha BBIIIEYKA3aHHOW MPOW3BOJACTBEHHOW Iomanke (MIOllafKax) B I[IOJIHOM COOTBETCTBUHM C
TpeboBanusamu [lpaBun Hamiexamed Npou3BOJACTBEHHOM MpakTukd EBpasuiickoro skoHoMH4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOGOBaHUAMY KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 u3 10

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

Hpoayxr: M6ykaun®, TabaeTkn, NoKpbIThIE NIEHOUHOI 0605104K0ii, 400 Mr + 325 mr

Market / PbiHoK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepus Ne PYZetss O6bem cepun " 800000.0 Tab

Analytical Repovrt No / - 040002694381 Date of Analysis / - 16.10.2024

AHanuTHYECKHIi oTueT No JaTta aHajm3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Hdara mpoussBoacTea TI'ogen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 * : JIII-Ne(003654)-(PT-RU)
Homep PY

Junensua Ne

Analysis performed according ND: / Anann3s nposenen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

a TakXe B COOTBETCTBUH CO ClEUUPUKALUAMH, COASPNKALIMMUCSA B PErMCTPALIMOHHOM AOCHE CTPAHBI-UMIIOpTEpA.
3amucH no MpoU3BOJCTRY, YIIAKOBKE H aHAJIM3Y MPOBEPEHBI, H YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHMUAM [IpaBun
HaJiexaluei Npou3BoACTBEHHOHN NpakTUkK EBpa3suicKoro 3KOHOMHYECKOI0 COt03a».
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