Dr.Reddy’s Q!-

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

Tel : +91 98165 56001-02
wwr drreddys com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIH3A

Page 10of 10/ C1p. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IIpoaykr: H6ykann®, TabaeTkn, NOKPHITHIE NUIeHoYHoi 060204K0il, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus - ! .

Batch No / ; Batch Quantity / . 800000.0 tab /

Cepnsa Ne § VZi02iez o O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002752479 Date of Analysis / . 11.12.2024
AHaJHTHYeCKHiT oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JaTa npousBoAcTBa Toneu o B

Mfg. License No. / MA number: /

IpousBoacTBeHNaA - MNB/05/263 AL OUMBer: - JITI-No(003654)-(PT-RU)

Homep PY
NAneH3ns Ne

Analysis performed according ND: / Ananu3s npogenen no HJI: JITT-Ne(003654)-(PT-RU)-101123

Ne |Test/ Ilokasatens

Results/ Pezy.rm'ra'rbl_

Specification / Hopma

[Appearance /
1 |Onuncaunue

the cross-section. / TabneTku
KallCyJIOBUAHOM (POPMBI, MOKPHITHIE
TUIEHOYHOMN 060M0YKOH OpaHXeBOro
[BETa, C PUCKOH Ha OHOH CTOpOHE;
|Ha monepedyHoOM pazpese — AApo
6eJIoro LipeTa.

Orange film-coated, capsule-shapga,_ Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at |scored tablets; white or off-white core at the
cross-section. / TabneTku KancynoBHIHON
¢opMBbI, IOKPLITHIE IIEHOYHOM 060U KO
OPaHXeBOTO LBETE, C PHCKOH Ha OJIHOM CTOPOHE;
Ha MorepeyHoM paspese — Sapo 6enoro wiu
MoyTH 6ENoro uBeTa.

Remérks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorsercTByeT Tpebopanusam HJI

Opinion_ : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /

Maurya

Ioarotosnexo: Santosh Kumar

Checked by /
[Iposepeno: Ra@' Gandhi
| |

|l A}
(

—_— -

/L~

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PyxoBoaurens Arnil‘ Kumar

-

Reprint Date:
Jlara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

v

Registered Office: 8-2-327, Road No. ?, Ranjara Hills, Hyderabad - 560034, Telangana, [ndia

Tel 291 40 4903 2800, Fax: +91 4C 1990 2924, Email: maii@drredidys.cam
CIN: LR5195AP198APLLCNOSEDT
wawedireddyi.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories (td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, #.P, 173 205, INDIA
Tel : 491 98166 56001-02

wivw.dii 23ays.coin

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 0of 10/ CTp. 2 m3 10

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

Identification /
IMogTHHEBOCTS .

2
CooTBeTcTBYET

Complies as prescribed/

Mponyxr: H6ykann®, TabeTKH, NOKPbITHIE NJIeHOYHOl 060J10uK0i, 400 Mr + 325 Mr g
Market / PoIHOK :Russia / Poccust _ ]
Batch No / : Batch Quantity / . 800000.0 tab/

Cepus Ne * V2402462 O6bem cepun © 800000.0Tab
Analytical Rep0ft No/ . 040002752479 Date of Analysis / . 11.12.2024

| AHasnTHYecKHii oTyer Ne Harta anaansa
Date of Manufacture / 11/2024 Date of Expiry / - 10/2029
Jata npou3soacTea Togen no
Mfg. License No. / MA number: /

[IpouzBogcTBENHAS : MNB/05/263 WILDER : JIII-Ne(003654)-(PT'-RU)
Howmep PY

JIABcH3 s Ne =

Analysis performed according ND: / Auann3 npoeegen no H/I: JIII-Ne(003654)-(PT-RU)-101123

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 ypnep)KMBaHHs OCHOBHBIX IIHKOB Ha
XpOMaTOrpaMMe HCIbITYEMOTO PACTBOPA NOJIKHHI
COOTBETCTBOBATh BpeMeHaM YIEP)XHBaHHs MMUKOB
HA XpoMaTorpamMMe pacTBOpa CTaHIapPTHBIX
obpasioB HbynpodeHa ¥ napaueTamona (pasjen
«KonndecTBeHHOE OMpefeneHne)

Average tablets weight / 974.0 mg / 974.0 mr

Cpennsia Macca TabneTok

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 Mr
(970,0 mMr = 3,0 %)

mg

o 999,1 MT

Disintegration /
Pacnapaemocth

L

08 min 02 sec / 08 MuH 02 cek

Not more than 30 min /
He 6onee 30 MmuH

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBauuaM HJ{

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosneHo: Santosh Kumar | ITpoBepeHo: Réjeev Gandhi /Opo6peHo: Menemxep /
Maurya g " o Pykorogurens /Qmi‘l: I%gmar

X o S
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 11.12.2024 Hara: 11.12.2024 Harva: 11.12.2024

Registered Office: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangzne, India
Tel. +81 40 4900 2500, Fzx: +91 46 4300 2996, Ernail: mail@drrzadys.com
CIN: L8Z195AP1384PLC00AS07
wawwedireddys.com




Dr.Reddy’s ‘_‘:"

Dr. Reddy's-Laboratories Ltd,
Formulation Unit-6

Vill. Kkol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 172 205, IND!A
Tel : +91 98166 56001-02

waaner dryacddus com
A drresasis.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 13 10

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

Mponyxr: H6yicnun®, rabaerkn, NokpeITsie MIeHou110i 060009K0MH, 400 Mr + 325 Mr
b ]

Market / PeiHok <Russia / Poccus ==

Batch No / . Batch Quantity / . 800000.0 tab/

Cepnst Ne HNRAHE? O6bem cepHH " 800000.0 Tab

Analytical Repo“rt No/ - 040002752479 Date of Analysis / . 11.12.2024

Aunanrrnyecknii oryeT No Jlata aHa/u3a

Date of Manufacture / - 11/2024 Date of Expiry / ¢ 10/2029

Jara npon3pojcTea I'ogen 1o

Mfg. License No. / MA number: /

IIpousBogcTBeRHAs : MNB/05/263 ’ ;. JITI-Ne(003654)-(PI'-RU)
Homep PY

nuneH3Ina Ne —

Analysis performed according ND: / Ananns nposejtes mo HJI: JITI-Ne(003654)-(PT-RU)-101123 al

5 |Dissolution /
PacrBopenne

95% to 100%

100 % to 102%

Not less than 70% (Q) of C1aHisO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H 302 (nbynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHyNO; (napauetamon)
yepes 30 mun

Remarks : The Product conforms to ND/
Mpumeyanne: [Ipoaykt cooTBeTcTBYeT TpeboBauuam HJ

Opinion : APPROVED
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotorneno: Santosh Kumar | [TpoBepeno: Rajédv Gandhi /Opo6peno: Menemxep /

Maurya % @ PyKOBOEHTenL!&TEI;—l?H
Reprint Date: Reprint Date: Reprint Date:

Jara: 11.12.2024 Jata: 11.12.2024 HNara: 11.12.2024

Registzred Office: 8-2-337, Roswd No. 3, Banjara Hills, Hyderakad - 500034, Telangana, (ndia

CI: L 5AP1981PLE00A507
weesdireddys.com




Dr. Reddy's Laboratories [td,
Formulation Unit-6

Dr. Reddy,s ‘..:.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 113 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Hoykaun®, Tabaeriu, noKpeIThie NICHOYHO# 000104K0if, 400 Mr + 325 mr

Market / Poinok :Russia / Poccusa . "1
Batch No/ ) Batch Quantity / _ 800000.0 tab /

Cepusa Ne AVZaes OfneM cepun * 800000.0 Ta6
Analytical Repourt No/ - 040002752479 . Date of Analysis / . 11.12.2024

| AmaTuTHYeCKHH oT4eT Ne Jata ananu3za
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa npousBoacTBa I'ogen oo _
Mfg. License No. / MA number: /

IponsBoacTBeHHAs - MNB/05/263 s n S I : JITI-Ne(003654)~(PT-RU)
JnueHsUy Ny omep

Analysis performed according ND: / Ananns nposesten no HJI: JITI-Na(003654)-(PT-RU)-101123

6 [Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more‘
PoacTeeHHbIe npuMecH than 0.005% / .
Method 1 / Merox 1 : 4-amMHHO(eHON (NpUMECh MapaueTamona) He|

Bonee 0,005 % '

Method 2/ Meron 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jliobas ennrnuHas npumeck (nbynpodena unm
napatieramona) se 6onee 0,3 %

DO Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Metog 1+ Meron
2) e bonee 0,7 %
7 |Water / Bona 1.5% Not more than 5.0% /
He 6ouiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanne: [IpoAyKT cOOTBETCTRYET Tpeboranuam HJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / - Approved by: Manager/Executive
[Moarotorneno: Santosh Kumar | [Iposepeno: Rajcm"’g}andhi /Opo6peno: Menemxep /
Maurya (A /",s | 5 PykoBoautens Amit E(fu' mar
L! £ ] _— }_/
Reprint Date: Reprint Date: o Reprint Date:
Hara: 11.12.2024 Hara: 11.12.2024 Jata: 11.12.2024

Registered Office: 8-2-337, Road No. 2, Ranjara Hills, Hlyderabad - 560034, Telangana, India
Tel, +61 40 4900 2500, Fax: 191 40 4300 2999, Ernail: maii@drrzadys.com
CIM: L85135AP1984PLC004507
wiesdrreddys.com

e e e




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories [td.
Formulation Unit-6

vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: 491 98166 56001-02
wawvendrreaays.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

PageSof 10/ Crp. 5 m23 10

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

Npoavir: Hoykanu”, Tabieriu, nOKpLIThHIe INEHOYHOH 06os0uKoii, 400 Mr + 325 Mr

nuren3us Noo

Market / Potsox :Russia / Poceys "= = 0
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust No 4 YE02e52 OGnem cepui ' 800000.0Ta6
Analytical Report No / - 040002752479 Date of Analysis / - 11.12.2024

AHaauTHYecKHii oTueT No = i JaTa anannza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JaTa npoussoacTBa Topen xo 1
Mfg. License No. / MA number: /

IMponzsoacTBeHHaA - MNB/05/263 Howmep PY : JII-Ne(003654)-(PT'-RU)

Analysis Eerfor[n:e_d according ND: / Ananns nposeien no HJL: JIN-No(003654)-(PT -RU)-101123

8 |Uniformity of dosage
|units /
|OaHopoaHOCTH

IO3UPOBAHNUS 1.1
- ibuprofen / n6ynmpoden

- paracetamol / 1.3
{mapaueramon

Acceptance value (AV) should be not more than
15.0 /Tlokasarens npremneMoctd (AV) N0JKeH
6bITh He 6ornee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens mpuemneMocTd (AV) nomxed
ObiTh He Gonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykt cooTBercTBYET TpeboBauuam H]I

Opinion : APPROVED
3axiarouenue: OJJOBPEHO

Prepared by / Checked by /

Maurya
i ),

TMoarotosneHo: Santosh Kumar | [Ipoeepeno: Re@ Gandhi /Opo6peno: Menemxep /

Approved by: Manager/Executive

Pykosomutens Amit thglir

et

Reprint Date: Reprint Date:
Hara: 11.12.2024 Hara: 11.12.2024

Reprint Date: |
Harta: 11.12.2024

Rugistered Office: 8-2-337, Road o, 2, Banjira Hills

. Hyderabad - 560034, Telanpang, [ndia

Tl FELAQ-000 280D, Fax: +41 40 4900 2999, Ernail: mail@drrediys.com
CIF: LES195AP1984PLEN04507
weny crrecdyz.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
wywny.drreddys com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

Page 6 of 10/ C1p. 6 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayrer: Uoykans”, TabieTkn, MOKPLITHIE NIEHOYHOH 06010uK0i, 400 Mr + 325 Mr

JTanen3nA Ne

Market / Poitiok :Russia / Poccust 3
Batch No / . | Batch Quantity / ~800000.0 tab /

Cepus Ne = M | Obwem cepun " 800000.0 Tab

Analytical Repoﬂrt No/ - 040002752479 Date of Analysis / . 11.12.2024

AnaanTudeckuii oT4eT No JaTa anajusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

Jata npon3BoacTBa Tonen ao

Mfg. License No. / MA number: /

Ipouseoacreennas : MNB/05/263 Howmep PY . JIIT-Ne(003654)-(PI'-RU)

9 |Micrebiological purity* /
Mugpobuosiorngeckas
gHeToTA*

| a) Total aerobic microbial
count / Ob1ee 9ucIo
a3pOoOHBIX
MHMKPOOPraHi3MOB

b) Total combined yeasts
and mould count / O61nee
YHCIIO JPOXIKEBBIX U
nnecHeBbiX rpHbos

c)E. coli

_Analysis performed according ND

NA

NA

NA

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

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

Shall
Ir

he ahsent in g

! OreyreTRUR

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTseTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3aximouenne: OJOBPEHO

Prepared by /
IToxnrotrosneno: Santosh Kumar

‘Maurya ) ﬁf

Checked by /

IMpoBepeHo: Rajgev Gandhi
? . PyxoBoputens Amil_KLumar

/Opo6peno: Menemxep /

—

Approved by: Manager/Executive

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: ¥
Jara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderasbad - 560034, Telangzna, India
Tol #9140 4900 2960, Fax: +451 40 4300 2929, Email: maii@arrsddys.com
CING LR5125AP1984PLCGOAS0T
wwadireddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 93166 56001-02
wynw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIM3A

Page 70f 10/ Ctp. 7 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: M6yrkanu®, TaGneTku, NOKPHITHIE NIeHOYHO 06004K0il, 400 Mr + 325 Mr

Market / PuiHok :Russia / Poccus |
Batch No / 1 Batch Quantity / . 800000.0 tab /
Cepust Ne AL O6nem cepui ~800000.0 Ta6
Analytical Report No / - 040002752479 Date of Analysis / . 11.12.2024
AnanuTnyeckuif oryer Ne JaTa aHaau3a __ i
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029
JaTa mpoH3BOACTBA Togen no
Mfg. License No. / MA number: /
IlpousBoacTBEHHAA : MNB/05/263 - : JITI-Ne(003654)-(PI'-RU)
‘ Homep PY
nanneHiua Ne

Analysis performed acco_r(iing ND: / Ananns nposeaen o H/1: JITI-Ne(003654)-(PI'-RU)-101123

ﬁ)— ;\ssm KoJsuyecTBeHHOE

oInpeae;ieHne

408.0 mg / 408.0 Mr

332.01 mg /332.01 mMr

360.0 to 440.0 mg of C13H 30 (ibuprofen) per
tablet / .

O71 360,0 mMr x0 440,0 Mr Ci;3H1302 (n6ynpoden) B
TabrneTKe

292.5 to 357.5 mg of CsHuNO, (paracetamol) per
tablet /

01292,5 mr 5o 357,5 mr CsHoNO; (mapauetramon)
B TabJCTKE

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerox
B IIBX/Al 6nuctep. [lo 1 6nucrepy
B IayKy KapTOHHYIO -BMECTE C
HHCTPYKILHEH M0 TPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Tlo 10
tabnetox B IIBX/Al 6mucrep. Ilo 1, 2 wmn 20
OIMCTEPOB B MauKy KapTOHHYIO BMECTE C
HHCTPYKLHEH 110 NPHMCHCHHIO.

12 | Labeling / MapkHpoBKa

According to ND. / B cootBeTcTBHH ¢ HA.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenne IIpn Temnepatype He Bhiloe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
TORAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpumeuanne: [Mponykr coorsercTyeT TpeboBanmsim HJI

Opinion : APPROVLED
3akmouenne: OJJOBPEHO

Prepared by /

TToaroToBneHo: Santosh Kumar

Checked by /

Approved by: Manager/Executive
/O pobpero: -Menemxep /

Jara: 11.12.2024

TposepeHo: Rajgey Gandhi
Maurya (£ (j Pyxosoautens Amit Kumar
}: o N V"
Reprint Date: Reprint Date: < Reprint Date:  \

Hara: 11.12.2024

Hara: 11.12.2024

Registered Office: 8-2-337, Rosd No. 2, Banjara Hills, Hyderabad - 563034, Telangana, India
Tul, #6140 4500 28060, Fax: +&1 4C 4900 2999, Ernail: maii@drraddvs.com
CIN: L85125AP1984PLLO04507

wwdireddys.com




Dr.Reddy’s “!’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Lahoratories Ltd .
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,

Disit. Solan, H.P, 172 205, IND!A
Tel: +91 98166 56001-02
www.direduys.com

Page 8 of 10/ Ctp. 8 w13 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Mponysr: Woykaun”, TabneTkn, NOKPLITHE N2eHo4noil oboioukoii, 400 mr + 325 mr
Market / Peinok :Russia / Poccus . e
Batch No / . Batch Quantity / . 800000.0 tab/
Cepust Ne V2402462 O6nem cepnu ' 800000.0Tab |
Analytical Report No / . 040002752479 Date of Analysis / . 11.12.2024 |
| ApanuTRdecknii oTyeT Ne Jarta anannsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
_JaTa mpon3BoacTBa T'onen a0
Mfg. License No. / MA number: /
IlponsBoacTBerEas : MNB/05/263 ' : JITI-Ne(003654)-(PT"-RU)
Homep PY
anuenang Ne .
Analysis performed according ND: / AHaan3 nposesen no HJI: 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.
Ilpumeuanne: Ccelnku B HOPMATHBHOW AOKYMEHTAlHY npuBeAeHsl Ha [P PO XIV,

* T1pOBOAUTCS TIPOU3BOAUTENEM [PU BLINYCKE NEPHONMYECKH: NSt kaxnoii 20-oit cepnll HiH He MeHee | pasa e
rog. ITokasarens MoXeT OBbITh HE BKIIOUEH B CepTUUKAT aHaTH3a GUPMBL.

“API name / Hanmenosanne A®C: Ibuprofen / U6ynpoden Paracetamol / ITapanetamon
INN / MHH: Ibuprofen / Ubynpoden Paracctamol / Tlapatieramon
API manufacturer batch number / PIBM240152 APAP/24091293
Howmep cepun npoussoautens ADOC:

FP Manufacturer API Batch number /
Homep cepun cy0cTaRIIKY MTPOU3BOAHTESA FERAO00561 FERAQ00538

I

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

Solara Active Pharma Sciences
Limited, India / Conapa 3xtus
®apma Caiiencus Jlumures,
Nuaus

Granules India Limited, India /
I'panynec Uaaus Jlumuren, Muaus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Opinion : APPROVED

ITpumeyanne: [Ipoaykr cootrBercTByeT TpeboBaHuAM HJT

3akauenne: OJJOBPEHO

Prepared by /

[TogroTosneHo: Santosh Kumar

Checked by /

[Iporepero: Rajee);\iandhi

Approved by: Manager/Executive
/Opo6peno: Menemxep /

Jara: 11.12.2024

Hara: 11.12.2024

Maurya @/_ (LA PyxoBoautenn }xlilt Kl&l’nar )
L) / S L
Reprint Date: Reprint Date: Reprint Date: '

Jara: 11.12.2024

Registered Office: §-2-337, Road No. 2, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tel. #8140 4903 1960, Fax: +91 40 4900 2999, Ermail: maii@drreddys.com

CIN: L85195AP1984PLCO04507

waavsdireddys.com




Dr. Reddy's Laboratories Ltd.
D ‘.o Formulation Unit-6
Y b J Vill. khol, Nalagarh Road, Baddij,
r. Reddy S g Disit. Solan, H.P,, 173 205, IND}A
Tel : +91 98166 56001-02
wiwy,drredeys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 m310

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

Dponyxr: M6ykaun®, TabeTkn, NOKpLITHIe nIeHOUNOH 060/101K0ii, 400 Mr + 325 Mr

Market / Ppinok : Russia / Poceus |
Batch No / ] Batch Quantity / ~ 800000.0 tab /

Cepust No AL Ob6bem cepun " 800000.0 Tab =
Analytical Repo:'t No/ - 040002752479 Date of Analysis / © 11.12.2024

AnamnTHdyecknii oTuer No Hara aHaan3a

Date of Manufacture / - 11/2024 ) lzate of Expiry / . 10/2029

JaTa npou3BoacTBa Togen g0 i
Mfg. License No. / i |
Tpoussoxcreennas - MNB/05/263 st/  JIII-Ne(003654)-(PT-RU)

Homep PY

JBnensnsa Ne : |
Analysis performed according ND: / Anaans nposesen no HJI: JITI-Ne(003654)-(PI-RU)-101123

‘manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanmMeHnoBaHHe, afpec, INUEH3Hsl AN IO-p Pennu’c JlaGoparopuc JIta., Uuans, TlponssoacTBeHHOE
IIpon3BoacTBeHHas nomanxa / Ilanomanka nofipasaeneuue-6, Buni. Kxons, Hanarapx Poya, bapau, Jluctpukr
KoHTpoJs KavecTBa / Ilnoimanka Boinycka Conan, X.I1., 173205, Uaansa (nuuensus 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 Manutacturing Practice of the Eurasian Economic Union is established».

3aK/04eHHe 0 COOTBETCTBHH: «HacToAWMM 8 MOATBEPXKAAID, TO MPHBEJEHHAA Bbllle HHPOPMALIUA ABIAETCA
JOCTOBEPHOM M TOuHOH. DTa cepus NPOAYKUMH NpeusseleHa (BKNOYas ynakoBKy (MapkMpPOEKY) M KOHTPONb
KadecTBa) Ha BBIIEYKa3aHHOW MPOM3BOJACTBEHHON IJIOWAAKe (TIolNaAKax) B TMOJHOM COOTBETCTBUM C
TpeGopanuamu TTpaBun Hazsiexaleil IPOM3BOACTBEHHOM NpakTuky EBpasniickoro sKoHOMMYECcKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceursiops 2022) u TpeboBaHUsAMH KOHTPOJIS KaueCTBa J1eKapCTBEHHBIX CPEACTB,
a TaKXXe€ B COOTBETCTBHM CO celM(PUKALIAMH, COUEPKALUUMHUCA B PECUCTPALMOHHOM JOChE CTPaHBI-UMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboanusam HIT 3akmoyvenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToeneno: Santosh Kumar | ITposepeHo: Rajeev Gandhi /Onmo6peno: Menemxep /

Maurya (7 Pyxosoinreib Amil Kumnar
Reprint Date: Reprint Date: Reprint Date: V

Jara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-327, Road No. 3, Banjrra Hills, Hyderabad - 500034, Telangzna, India
Tl #5140 4903 2900, Fax: +41 40 4300 2999, Email: maii@drrsadys.com
Cif{; L351954P19S4FL004507
wyvastdreddys.com




Dr. Reddy's Laboratories Ltd.
‘..C Formulation Unit-6
’ e vill. Khol, Nalagarh Road, Baddi,
Dl’. Reddys g Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 m3 10

rroduct Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: Hoyianu®, TabreTkn, NOKPLITHIE NJEHOYHOI ofonouKoii, 400 mr + 325 mMr

Market / Puinok :Russia / Poccus o
Batch No / ] Batch Quantity / _ 800000.0 tab/
Ceputr Ne L V2_432462 : O6bem cepun " 800000.0 Tab
Analytical Report No / . 040002752479 Date of Analysis / . 11.12.2024
Ananutuyeckni otuet Ne JlaTa anajam3a

Date of Manufactare / - 11/2024 Date of Expiry / . 10/2029

JaTa npou3BoACTBa Ionen no

Mifg. License No. / MA number: /

IIponzBoacTBEeHHAS : MNB/05/263 ’ : JITI-Ne(003654)-(PI'-RU)

Homep PY
Jnmen3ns Ne _
Analysis performed according ND: / Anann3 nposegen no HJI: JITT-No(003654)-(PT-RU)-101123

3anucH Mo IPOM3BO/CTBY, YIAKOBKE M aHATU3Y NPOBEPEHEL, U YCTAHOBICHO MX COOTBETCTBHE TpeGoBanuaM Ipasun
HaAnexalei Npou3BoACTBEHHOH npakTuky EBpasniickoro 3k0HOMHUUYECKOTO COO3a».

Remarks : The Product conforms to ND/ . Opinion : APPROVED
IIpumeuanne: [poayxr cootsercTByeT TpeGoBanusm HJT 3akmovenve: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

/Omobpeno: Menemxep /
PykopoauTens Amit Klimar
" —

MoaroroeneHo: Santosh Kumar | [Tposepeno:
Maurya ,",@

Reprnt Date: Reprint Date: Reprint Date:
Hara: 11.12.2024 Jara: 11.12.2024 Jara: 11.12.2024
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