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Dr. Reddy’s '.... Vill. Khol, Nalagarh Road, ,

Distt. Solan, HLP, 179 205 4
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Or. Reddy's Laboatoriss

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Page 1 0of 10/ Crp. 1 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg ]
Hpoayr: Moykann®, TabiileTKH, NOKPLITHIE MIEHOYHOM 060,104K0ii, 400 Mr + 325 Mr
Market/ PriHoK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepus Ne s V2402144 Oo6nbem cepun " 800000.0 Tab
Analytical Repourt No / - 040002696730 Date of Analysis / . 18.10.2024
AHajauTHuecKnii oTyeT Ne Jara anannza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JaTta nponssoncrea I"open 0
Mfg. License No. / MA number: /
IlpousBoacTBEeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
) Homep PY
nunenzua Ne .
Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ IlokazaTenn Results/ Pe3yanTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1  |Onmcanne one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / Tabnetku cross-section. / TabneTku kancynoBHAHOM

KarcyioBHAHOH GOPMBI, MOKPBIThIE | (HOPMBI, TOKPBITHIE IIIEHOYHOH 06010UKOi
TJIEHOYHON 000JI04KOH OpaHAKEBOro |OpPaHKEBOTO LBETA, C PUCKOM Ha OHOH CTOPOHE;
LIBETa, C PUCKOM Ha OHO¥ CTOPOHE; [Ha MOMEePEvHOM paspese — sapo 6e10ro Hiu

Ha TIONEPEUHOM paspese — sApo no4TtH 6esoro ugera.

0esoro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cootsercTByeT TpeGoBanusm HJI 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ilonrorosneno: Pravesh Rana IIpoBepeno: Santash Kumar /OnobpeHo: Menemxep /
[ ‘ Maurya r PykoBopurens Amit_K&mar

Y. - [\J L=
Reprint Date: Reprint Date: Reprint Date: '
MMata- 18 1072024 Jarta: 18.10.20241 Hara: 18.10.2021

37, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India
02300, Fax: +51 40 4900 2899, Email: inail@drreddys.com
CIN: 185195 IGAPLCO0AS67

Mo ey
wagwdrreddys.com

Registared Office: 8-2-3
1)

Tah +91 40 49




Dr.Reddy’s Q-:'

Dr. Reddy's Laboratories Lig
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidj,
Distt. Solan, H.P., 173 205, N4
Tel : 91 98166 560C1-02

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page2 of 10/ Ctp. 2 m3 10

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

MpoayKr: Moykanu®, Ta0JeTKH, NOKPLITBIE IIEHOYHO#H 060s10uKoii, 400 Mr + 325 Mr

Market/ Poinox :Russia / Poccus

Batch No / ] Batch Quantity / _~ 800000.0 tab/

Cepust Ne § VELETE O6neM cepun " 800000.0 Tab

Analytical Report No/ - 040002696730 Date of Analysis / - 18.10.2024

AnamuTiyeckuii oTuer Ne JaTta anausa

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

JlaTa poH3BOACTBA T'onen no

Mfg. License No. / MA number: /

[IponzBoacTBEHHAS : MNB/05/263 ) : JITII-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / AHasus3 IPOBEAEH IO HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMoanuHHOCTE

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) /
BpeMeHa ynep)xuUBaHHMs OCHOBHBEIX MHKOB Ha
XPOMATOFpaMMe HCITBITYEMOT'O PaCTBOPA AOJDKHEI
COOTBETCTBOBATH BPEMEHAM YIEep KHBaHHs TIHKOB
Ha XpoMmarorpaMMme pacTBOpa CTaHAapPTHBIX
obpasiioB ubynpodena u napauneramona (pazzaen
«KomuuecTBeHHOE ONPEACTICHUE))

3 |Average tablets weight / 969.8 mg / 969.8 mr

Cpennsisi macca TabeToK

940.9 mg to 999.1 mg
(970.0 mg & 3.0 %) /
Or 940,9 Mr b1 (o) 999,1 MT

(970,0 mr % 3,0 %)

4 |Disintegration / 07 min 38 sec / 07 muH 38 cek

PacnmagaeMocThb

Not more than 30 min /
He 6onee 30 munH

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT cooTBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pravesh Rana
Maurya

[,
Y

ITposepeHo: Sam@;l‘(umar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoaurtens Ami£§u1nar

-

Reprint Date:
Jata: 18.10.2024

Reprint Date:
Jara: 18.10.2024

—

Reprint Date: {
Hara: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 29299, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07

wwwv.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh fieoad, Badisi;,
Distt. Solan, H.P., 173 205, IND: A
Tel 1 +91 98166 5600102
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 30f 10/ CTp.3 u3 10

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

Hponyt: M6ykanu®, Ta6eTKH, NOKPITHIE MIEHOYHOM 060.10uK0ii, 400 Mr + 325 mr

Market/ PuiHoK :Russia / Poccus

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepus Mo { VESIEe O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002696730 Date of Analysis / . 18.10.2024
AHaJuTHyecKHii oTueT No JlaTa aHanu3a

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

JlaTa MPoM3BOACTEA T'open no

Mfg. License No. / MA number: /

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

Junen3ua Ne

Analysis performed according ND: / Anann3 nposeaen o HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PactBopenne

‘ 98 % to 101%

99 % to 101%

Not less than 70% (Q) of Ci13Hi30: (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (nmapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootseTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axkmouenne: OJJIOBPEHO

Prepared by / Checked by /

Maurya

>~

[ToaroTorneHo: Praves{b{kana [TposepeHo: Santq:g Kumar /Ono6peHo: Menemxep /

Approved by: Manager/Executive

Pykosoaurens @i’[‘ Kumar

Reprint Date: Reprint Date:
Jlata- 1R 10 20724 Jata: 18 10.20724

Reprint Date: Vv
Jata: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2929, Email: mail@drreddys.cam
CIN: L85195AP1984PLCO045G7
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacldi,
Distt. Solan, H.P., 173 205, INIyA
Tel : +91 93166 5600112
wwvy.drreddys com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

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

Ipoayxr: Moykaun®, TabieTkH, HOKPBITHIE IUIEHOYHOI 060104K0i#, 400 Mr + 325 mr
POny y P

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne : V2402lad O0beM cepuu * 800000.0 Tab

Analytical Rep0ft No / - 040002696730 Date of Analysis / . 18.10.2024

AnanuTHaeckHuii oTuet No JlaTa aHa/u3a

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

JlaTa mpou3BOACTBA T'ogen no

Mfg. License No. / MA number: /

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

Jguuen3uns No

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

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoscTBeHHBIE MpHMeCH than 0.005% /
Method 1/ Meron 1 4-aMuHodeHon (MpuUMech napaueTaMmona) He
Hosee 0,005 %
Method 2 / Meton 2 ) Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jiobas eaunuuHas npuMech (ubynpodeHa HiaH
napareramosa) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meroa 1 + Metoa
2) He 6ojee 0,7 %
Q9 |Water / Rnna 1 6% Nt mare than S 0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr cootBercTBYeT TpebopaHusaM HJL

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by /
[Moaroroeneno: Pravesh Rana

[IpoeepeHo: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

Hara: 18.10.2024 Jlara: 18.10.2024

_ J Maurya (AR PykoBoautens Amit Kymar
Yy S
Reprint Date: Reprint Date: Reprint Date: Y

Harta: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: inail@direddys.com
CIN: L85195AP1984PLCO0AS07

www.drieddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Lid
Forrauiation Unit-6
Vill. Khol, MNalagarh Read, |
Disit. Solan, H.P., 175 205, 1 A
Tel : +61 98166 5600102

wengdrreddya.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 5 of 10/ Cp. 5 u3 10

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

Mponykr: M6ykann®, TabaeTkH, NOKPLITHIE ILIEHOYHOi 0601049K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne $ V2402144 O6bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002696730 Date of Analysis / . 18.10.2024
AnanuTH4yecknii oTuer Ne JaTa aHanu3a

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

JaTa rIpou3BOACTBA Tonen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAA : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)

Janen3ns Ne

Howmep PY

Analysis performed according ND: / Ananus nposenen no HJ/I: JITI-Ne(003654)-(PT-RU)-101123

10 |Uniformity of dosage
units /
OnHOPOAHOCTD
JIO3UpOBAHHA 1.9
- ibuprofen / ubynpoden

- paracetamol / 1.9
napaneTamol

Acceptance value (AV) should be not more than
15.0 /Ilokazarenp npueMneMocT (AV) noibkeH
OBITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npueMneMocTH (AV) IOKEH
6bITh He Oonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoaykr cootBercTBYeT TpebGoBanusM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneHo: Pravesh Rana [IpoBepeno: Santosh Kumar /Ono6peno: Menemxep /
) Maurya " Pykosoautens Amit Kymar

< > At e
Reprint Date: Reprint Date: Reprint Date: Y
Hara: 18.10.2024 Harta: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 2200 2999, Email: mail@drreddys.con
CIN: L85195AP1984PLCO0IS50T
vewdrreddvs com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories tid
Formulation Unit-6

Vifl. Khol, Malagarh Road, Bad«i,
Distt. Solan, H.P.,, 173 205, 144
Tel : +91 98165 56001-02
www. direddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 10 / Cp. 6 u3 10

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

Mponyxr: M6ykann®, TabaeTkH, NOKPBITLIE NIEHOYHO#H 060s10uK0il, 400 Mr + 325 Mr

Market/ PeiHoK :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepusi_Ne : N2502i64 O6bem cepur " 800000.0 Tab

Analytical Repo;t No/ - 040002696730 Date of Analysis / - 18.10.2024
AHajuTHyecKkuii oTyeT No Jata ananuza

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

JaTta mpousBoacTea I'onen no

Mfg. License No. / MA number: /

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

auued3us Ne

Homep PY

Analysis performed according ND: / Anaans nposeaen no H/I: JIII-Ne(003654)-(PI'-RU)-101123

11 [Microbiological purity* /
MukpoOMoJoruyecKas
yucrora*

a) Total aerobic microbial NA
count / Ob1iee 4ucno
a’3pobHBIX
MHKPOOPraHHU3MOB

b) Total combined yeasts
and mould count / Ob1ee NA
YHUCNO JPOMNOKEBBIX U
IJIECHEBBIX IPHOOR

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

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

c) E. coli NA Shall be absent in 1lg / OtcyrcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cootBercTBYeT TpeGoBanusam H]L 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Honrorosneno: Pravesh Rapna [Iposepeno: Santosh Kumar /OpobpeHo: Menemxep /
_ Maurya PykoBoguTenpb Arfr{l(tfl(r\l.l@ar
Reprint Date: Reprint Date: Reprint Date: v
Hara: 18.10.2024 Jara: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: 4971 40 41900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLCCCASG7
www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratoriss Lid
Formulation Unit-5

Vill. Khol, Malagarh Road, Bacid

Distt. Solan, H.P, 172 206 i
Tel : +91 98166 560041-07

iy drractdis fiam
o Aff—N{ay & SR

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 7 of 10/ CTp. 7 13 10

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

Hponyxr: Uoykaun®, Ta6/eTKH, NOKPLITHIE NIEHOYHOI 060,104K0i, 400 Mr + 325 mMr

Market/ Poinox :Russia / Poccug

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne I O0beM cepun " 800000.0 Tab

Analytical Repo:’t No/ - 040002696730 Date of Analysis / - 18.10.2024

AHaaHTHYeCKHIl oTHeT No Jarta aHanu3a

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

JlaTa mpon3BOACTEA T'onen 1o

Mfg. License No. / MA number: /

IIponzBogcTBEHHAS : MNB/05/263 ) . JIII-Ne(003654)~-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposeaes 110 1 HA: JIII-Ne(003654)-(PT'-RU)-101123

12 |Assay / KonuyecTBenHoe

onpegegeHne

[ 398.4 mg/398.4 mr

325.91 mg /32591 mr

360.0 to 440.0 mg of C;3H;30. (ibuprofen) per
tablet /

Ot 360,0 Mr go 440,0 mr C13H130; (ubynpoden) B
TabneTke

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

Or1292,5 mr no 357,5 mr CsHoNO», (napanetramon)
B TabneTke

10 tablets in PVC/Al blister.

13 | Package / YnakoBka

B NadKy KAapTOHHYK) BMECTE
UHCTPYKLHET 10 MPUMEHEHHIO.

1

blister and a patient information
leaflet in a carton. / [1o 10 Tabnetok
B [IBX/Al 6nucrep. [lo 1 6nuctepy

C

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nucrep. I[lo 1, 2 unu 20
6micTepoB B Mayky KapTOHHYIO BMECTE C
MHCTpYKLMe# 10 NPUMEHEHMIO.

14 | Labeling / MapxupoBka |According to ND. /B coorsercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue I1pu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
TOAHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3axuiouenune: OJJOBPEHO

Prepared by / Checked by /
IMoxaroroeneHo: Pravesh Rar}a
_ [ﬁ Maurya

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive

/OnobpeHo: MeHemxep /

PyxoBoautens Amit Kumar
L

Reprint Date:
Hara: 18.10.2024

Reprint Date:
Hara: 18.10.2024

Reprint Date: ¥
Jarta: 18.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, indin
Tel: +91 40 4500 2500, Fax; +91 10 4900 2992, Email: mail@drreddys.com
CIN: L§5195AP1954PLCO0ASGT
wywwdrreddys,com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories i
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bazidi
Distt. Solan, H.P., 173 205, 1hiin,
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: Ho6ykaun®, TabaeTKH, NOKPLITHIE MJIeH0YHOi 060J049K0#, 400 Mr + 325 Mr

Market / PoiHoKk :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepns Ne - vad02144 O6bem cepuu " 800000.0 Tab
Analytical Repoz't No/ - 040002696730 Date of Analysis / . 18.10.2024
AHaJUTHYECKHH oTyeT Ne Jata anannza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
HdaTa npousBoacTBa I'ogen go |
Mfg. License No. / MA number: /
IlpousBoacTBeHHas : MNB/05/263 ’ : JIII-Ne(003654)-(PT'-RU)
Homep PY
uneH3us Ne

Analysis perform:ad_ according ND: / Ananns nposenen no HJ/: JII-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.

IIpameuanue: CcbUIKM B HOPMATUBHOH JOKyMeHTaUuu npuseaeHel Ha '@ PO XIV.

* [IpoBoAUTCS MPOM3BOAUTENIEM NIPH BBITYCKe MEpHOAUUeckH: 11 Kaxaoi 20-oif cepun uny He MeHee 1 pa3a B
roz. IToxaszaTens MOXeT ObITh HE BKIIOYEH B cepTUdUKAT aHaTH3a QUPMBL

API name / Hanmenosanne APC: Ibuprofen / H6ynpodeH Paracetamol / ITaparieramon
INN / MHH: Ibuprofen / H6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240153 4284/24-25

Homep cepun nponssoauresass ADC:

FP Manufacturer API Batch number /

Howmep cepuH cyOcTaHIIHH NPOM3BOANTENSA FERA00481 FERAO00438

TJI®:

API Manufactured by & country /
Hpon3soautens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caitencus Jiumuren,
Wnpus

Sri Krishna Pharmaceuticals
Limited, India / LLlpu Kpumnxa
®apmacerotukaic Jlumuren,
Nunns

Remarks : The Product conforms to ND/

IIpumeuanue: [Tpoaykr coorBercTByeT Tpebosanusim HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Pravesh Rana IIposepeHo: Santosh Kumar /Opo6peHo: Menemxep /
g ,J' Maurya ‘%‘ PykoBoauTens &r(n‘i't‘l{}ynar
- e a = \/.-'-'
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 18.10.2024 Jata: 18.10.2024 Harta: 18.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad -

500034, Talangzana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO045G7
www.drreddys.com




Dr. Reddy's Laiboratories i+
‘.. Formulation Unit-6
R / °® Vill. Khol, Nalagarh Road, Baddi
Dr' eddy S 4 Distt. Solan, H.P., 173 205, IND:A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 9 of 10/ CtTp. 9 3 10

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

Hpoayxr: Hoykann®, TableTKH, NOKPLITLIE IUIEHOYHOH 000J104K0il, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccug

Batch No / . Batch Quantity / _~ 800000.0 tab/

Cepus Ne | VeA021da O6bem cepuu " 800000.0 Tab

Analytical Repo‘}'t No/ - 040002696730 Date of Analysis / . 18.10.2024

AHaJiu THYeCKHH oTueT Ne Jata aHaan3za

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

JaTa mpousBoACTBa I'ogen go |

Mfg. License No. / MA number: /

IlpousBoncTBeHHAs : MNB/05/263 ) . JII-N2(003654)-(PI'-RU)
Howmep PY

JHIeH3 A Ne -

Analysis performed according ND: / Anasnu3 npoeenen no H: JITI-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) /

HaumeHoBanue, aapec, JULEH3HS IS H-p Pennu’c Jlaboparopuc Jirn., Unaus, I[IpoussoacTeeHHoe
IpousBoncTBennasn miaomanka / Ilnomagka nogpazaenenue-6, B, Kxons, Hanarapx Poya, bannu, JIuctpukr
KOHTpOJIa KadecTBa / Ilnowanka Beinycka Comnan, X.I1., 173205, Mnnus (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 Manufacturing Practice of the Eurasian Economic Union is established».

3ak/il04eHHe 0 COOTBETCTBHU: «HacToAIMM s MOATBEPXK a0, YTO NPUBEICHHAs BbIIE UHPOPMALMSA SABIISETCS
JOCTOBEPHO#M M TOYHOH. DTa cepus NMPOAYKLUMH NpousBeAeHa (BKIIOYas yNakoBKY (MapKMpPOBKY) M KOHTpPOJb
KauecTBa) Ha BBHIIIEYKA3aHHOW TMPOU3BOJCTBEHHON Mmomanke (IUIOMAagKax) B IOJHOM COOTBETCTBHU C
tpebosanusamu [NpaBun Haaexameil npou3BOACTBEHHOM mpakTuku EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) 1 TpebOBaHUAMH KOHTPOJIA KaYECTBA JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJT 3axmrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toxrorosneno: Pravesh Rana [Tpoeepeno: Santosh Kumar /Onobpeno: Menemkep /

! j} Maurya %_ P}’KOBOIH/ITeJI?\iQ‘IiEl{umaI‘

J N

Reprint Date: Reprint Date: Reprint Date: !
Jara: 18.10.2024 Jarta: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: inail@drreddys.com
CIN: L85195AP1984PLCO0A5C7
www.drieddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDRHKAT AHAJIU3A

Page 10 of 10/ Ctp. 10 13 10

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

Hponykr: H6ykann®, Ta6ieTKH, NOKPHITHIE IJIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccusg

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne § V2402144 O6beM cepuH " 800000.0 Tab

Analytical Repo‘f't No/ - 040002696730 Date of Analysis / . 18.10.2024

AHanuTHYeCKHHA oT4eT No Jarta apanusa

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

JlaTa mpou3BOACTBA T"onen oo

Mfg. License No. / .

TipousBocTBeHHas . MNB/05/263 MASRImbers: . JITI-No(003654)-(PT-RU)
Homep PY

Annensus Ne o

Analysis performed according ND: / Anann3 nposegen mo HJI: JIII-Ne(003654)-(PI™-RU)-101123

a TaKkKE€ B COOTBETCTBUU CO CHeLll/l(i)l/lKaU,I/IﬂMl/l, COJEepKalIMMUCA B PErMCTPAMOHHOM J0OCHE CTPaHbI-HMIIOPTEpPA.
3amnucu no INPOU3BOJICTBY, YITAKOBKE W aHAJIU3Y IMPOBEPEHE], U YCTAHOBJICHO UX COOTBETCTBHUE Tpe6OBaHI/IHM HpaBun
Hannemameﬁ HpOHBBOIICTBCHHOﬁ TNPAaKTUKHU EBpasm‘/icxoro 3KOHOMHUYECKOI'o COro3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanne: [Tpoaykr cooTBeTcTBYeT TpeboBanusaM HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Pravesh Rana [TposepeHo: Santosh Kumar /Ono6peno: Menemxep /

"'q Maurya %‘ PykoBonurens AmthI/(ymar
Reprint Date: Reprint Date: Reprint Date: '
Hara: 18.10.2024 Jlata: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500024, Telangang, Indin
Tel +81 40 4900 2200, Fax: +91 40 4500 2999, Einail: mait@drraddys.con
CIN: LE5185AP13534PLCC04507
wwndrreddys.com




