Dr.Reddy’s ":°

D1, Reddy's Laboratories itd
Formulation Unit-6

Vill. Khol, Natagarh Road, Badidj,
Pistt. Solan, H.P., 173 205, INDIA
Tol 0 +91 981606 55001-07%

.
wovdrradehis com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Woyknun®, TabieTku, NOKPhITHIE IIEHO4HOH 060104 KO, 400 mr + 325 mr

Market / PpIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne : V2408650 O6bem cepun " 800000.0 Ta6

Analytical Repovrt No/ . 040002756620 Date of Analysis / . 14.12.2024

AHaJATHYECKHI oTyeT Ne JlaTa aHanH3a

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

Jlata NpoOU3BOACTBA Togen 10

Mfg. License No. / .

T T ——— . MNB/05/263 MA number: / . JIII-Ne(003654)-(PT-RU)
Homep PY

JIMeH3Hs1 Ne

Analysis performed according ND: / Ananu3 nposegen no HJL: JIIT-Ne(003654)-(PT -R1)-101123

[Ne |[Test/ TlokazaTenn

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onucanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyJoBHIHON (GOPMBI, TIOKPBITHIE
IUIEHOYHOU 060/104KOH OpaHKeBOro
LBETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha NOIEPEYHOM paspese — AApO
6esoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabeTKH KancyIoBUAHON
(OpMBI, TOKPBITHIE TIEHOUHOH 060JIOYKOH
OpaHeBOTo [BETa, C PUCKOM Ha ONHOM CTOPOHE;
Ha MONEPEYHOM paspese — Sapo 6enoro unm
nouTH 6enoro LBera.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogyKT COOTBETCTBYET TPEOOBAHUAM HIT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /

Maurya

IoaroTtosneHo: Santosh Kumar

Checked by /

[Tposepeno: Pardeep Kumar

2 ..

Approved by: Manager/Executive

/Ono6peno: Menemxep /

Pykosoautens Amit Kymar
fx\f"'if”’f

Reprint Date:
Hara: 14.12.2024

Reprint Date:
IMara: 14.12.2024

Reprint Date: |
Tara: 14.12.2024

VAV GETEQUYS.Com
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&2, cgits !‘.L)I!'}g".ﬁll&(.{‘,‘/g.[‘(’i‘-'l

APLCU04Z07




Dr.Reddy’s ":'

Dr. Reddy's Laboratories itd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddii,

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxkr: M6ykaun®, Ta6aeTKH, IOKPHITEIE NJIEHOUHOH 060109K0#, 400 Mr + 325 mMr

Market / Poinok :Russia / Poccusi

Batch No / ; Batch Quantity / . 800000.0 tab /

Cepiisi No i V2402648 O0beMm cepun " 800000.0 Tab

Analytical Report No/ . 040002756620 Date of Analysis / . 14.12.2024

AHanuTHYecKHil oT4ueT Nt JaTa anauza

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

JlaTa Mpou3BOJCTBA Togen no

Mfg. License No. / MA number: /

Ipou3soacTBeHHAS : MNB/05/263 ‘ . JIII-Ne(003654)-(PT-RU)
Howmep PY

Jugensus No

Analysis performed according ND: / Auasu3 nposeges no HJI: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMoaHHHOCTDL

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) /
BpeMeHna yaepXuBaHHs OCHOBHBIX IIMKOB Ha
XpOMATOrpaMMe HCIBITYEMOTO PacTBOPa AOJDKHBI
COOTBETCTBOBATL BpEMEHAM YJep)KUBaHHs TIHKOB
Ha XpoMarorpamMMe pacTBopa CTaHIAPTHBIX
o6pasioB ubympodeHa U mapaueramona (pasae
«KonuecTBeHHOE ONPENEICHUE)

3 |Average tablets weight /

Cpennss macca TabneTok

968.9 mg / 968.9 mr

940.9 mg to 999.1 mg
(970.0 mg £3.0 %) /
Ot 940,9 ML o 999,1 MI

(970,0 mr + 3,0 %)

4 |Disintegration /
PacnagaeMocThb

07 min 04 sec / 07 muH 04 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooTBeTcTBYET TpedosaHuam H/{

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Maurya

[MoarotosieHo: Santosh Kumar

D

Checked by /

of —

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peHo: Menemxep /
Pykosoautens Amit Kumar

Pt =

Reprint Date:
Hara: 14.12.2024

Reprint Date:
Hara: 14.12.2024

Reprint Date: |
Hata: 14.12.2024

Registered Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel #0140 3800 2300, Fax: +91 40 4960 2999, Email: mail@drieddys.com

CIN: LS51956P1584PLCO0AECY

www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories td.

Formulaticn Unit-5

Yiil. Khol, Naiagarh Road, Bacidi,
Distt. Solan, H.P, 173 205, INDIA
Tel:+91 931656 55001-02

W direddadys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 3 of 10/ Ctp.3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpoxyXxr: I/Iﬁylcnuﬂ®, TaGJIeTKH, HOKPLITHIE IJIeHO4YHOH 060/104Koii, 400 Mr + 325 mr

—

—

Market / PoiHOK :Russia / Poccust ]

Batch No / ; Batch Quantity / ~ 800000.0 tab /

Cepnsi Ne £ V2402648 Obbem cepuu " 800000.0 Tab

Analytical Report No/ - 040002756620 Date of Analysis / . 14.12.2024

AHaJHTHYeCKHH oTyeT Ne JlaTa aHa/IM32

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

JlaTa npou3BOACTBA Togen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)
Homep PY

JguneH3ust Ne

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

5 |Dissolution /
PacrBopenne

99% to 101%

100 % to 102%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /
He menee 70 % (Q) Ci13Hi50, (ubynpoden) uepes
30 MUH
Not less than 70% (Q) of CsHyNO; (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO: (mapaueramonn)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IpaMeuanue: TTpoyke covrsercisyer 1pebusannsm HIO

Opinion : APPROVED
armonenne: QJOBPEHO

Prepared by /
IToaroTosneHo: Santosh _Kumar

Maurya (ﬂ )

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBoautenb Amit Kuggr

/\"_,__,'; -

Reprint Date:
Jara: 14.12.2024

Reprint Date:

Jara: 14.12.2024

Reprint Date: Y
Jlara: 14.12.2024

Daciet e 2V TSmO
Registered Oiicer 8-2-337, R

Tl 000 AL0H TI0G, F

. Road Mo. 3, Banjar Hi

Tt
‘drreddys.com

iile, Hyderabad - 506034, Telangana, India
229, Email: mail@driaddys.com
4PLCOOAR0T



Dr.Reddy’s ‘,‘:’.

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

Viil. khol, Nalegarh Road, Bacid],
Distt. Solan, H.P.,, 173 205, INDIA
Tol 1491 981665 56C01-02

v deradthis rom

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

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

Ipoayxr: U6ykann®, TabaeTKH, NOKPbITHIE INIEHOYHOI 0605104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusa Ne § V2402648 Ob6nem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002756620 Date of Analysis / - 14.12.2024

AHandTHdeckuii oTdeT No MaTa aHaH32

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

JlaTa rpon3BoACTBA T'onen 1o

Mfg. License No. / MA number: /

IIpou3BoacTBeHHast : MNB/05/263 : . JITI-Ne(003654)-(PI'-RU)
Homep PY

Junen3us Ne _ —

Analysis performed according ND: / Anaiu3 nposees no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
|PoacTBeHHBIE IPAMECH than 0.005% /
|Method 1/ Meron 1 4-amuHodeHoN (IpUMECh MapaleTraMmosa) He
[ 6onee 0,005 %
I
Method 2 / Metop 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jo6as emuHnuunas npumechk (nbympodeHa unu
napaiieramosa) ue 6onee 0,3 %
0.03% Total i e
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Merton
2) He 6onee 0,7 %
7 |Water / Boga 1.4 % Not more than 5.0% / ]
He 6onee 5,0 % |

Remarks : The Product conforms to NI/
IIpumeyanue: JIpoayKT cooTBeTCTBYET TpeboBanusam HJL

Opinion : APPROVED
3axmiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Santosh Kumar | [IposepeHo: Pardeep Kumar /Onobpeno: Menemxep /
Maurya ) p Pykopoautens Amit Kumar
= c}l./-:"?- y "’__\,-/" .
Reprint Date: Reprint Date: Reprint Date: |
Jara: 14.12.2024 Jata: 14.12.2024 Jarta: 14.12.2024

d - 500024, Telangana, India

minil@driaddy

S.cam




Dr.Reddy’s ":‘.

o Reddy's Laporatories 1td
Formilation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Salan, H.P, 173 205, INDi A
Tol:+91 38166 56001-G2

AL arrednvs. com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6ykaun®, Ta6eTKH, NOKPLITHIE MIEHOYHOH 060510uKO0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~800000.0 tab /

Cepust Ne g MEHEZDAS O06neM cepun " 800000.0 Tab

Analytical Report No/ . 040002756620 Date of Analysis / - 14.12.2024

AHaJIMTHYECKH I oT4eT No JiaTa aHaqan3a

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

JlaTa 1IpoM3BOACTBA TI'ogen oo

Mfg. License No. / MA number: /

IIpown3sBoacTBeHHAs - MNB/05/263 : . JIII-Ne(003654)-(PT'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Anasnn3 nposeaen mo HJL: JITT-Ne(003654)-(PI-RU)-101123

8 |Uniformity of dosage
units /

OIHOpPOAHOCTD
JO3UPOBaHUsA

- ibuprofen / ubynpoden

- paracetamol /
[maparetamon

1.7

2.7

Acceptance value (AV) should be not more than
15.0 /Iokasatens npremieMocT (AV) 10JDKeH
OBITh He Oomnee 15,0

Acceptance value (AV) should be not more than
15.0 / Ilokasartens mpremieMocTH (AV) fomxen
ObiTh He Oonee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBaHnam HJ{

Opinion : APPROVED
3axmoucuuc: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh Kumar
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoautens Amit Kumar

AN~

Reprint Date:
Hata: 14.12.2024

Reprint Date:

Jlara: 14.12.2024

Reprint Date: - |

Hara: 14.12.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUMKAT AHAJIN3A

Dr. Reddy's Laboratories Lid.
Fermulation Unit-6

Viil. Khol, Nalagarh Road, Badidj,
Distt. Sofan, H.P.,, 173 205, IND;A
Tel:+91 98165 56C01-02

; sl e
SOMV LU T U Y oaldintd

Page 6 of 10 / Crp. 6 n3 10

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

Mpoavir: Woykann®, Tabierku, MOKPLITHIE IIEHOYHOIH 060109K0ii, 400 Mr + 325 mr
pony b p

Market / PoIHOK :Russia / Poccusi

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne € V2402648 O0beM cepHH " 800000.0 Tab

Analytical Repo:‘t No/ - 040002756620 Date of Analysis / . 14.12.2024

AHaanTnyecKkuii oTyeT Ne JlaTa aHau3a

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

JlaTa npou3BoACTBA Iogen g0 ]

Mfg. License No. / MA number: /

IIpou3sBoacTBEeHHAA : MNB/05/263 ) : JITE-Ne(003654)-(PT'-RU)
Homep PY

aunensnst Ne

Analysis performed according ND: / Anann3 nposejen mo HJL: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MukpoOHOJOrHYeCKast
YyHCTOTa*

a) Total aerobic microbial
count / Ob11ee 4ucio
a3poOHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Ob1uee
YHCJIO IPOXIKEBBIX U
JIECHEBBIX TPUOOB

¢) E. coli

NA Not more than 1000 CFU/g/
He 605ee 1000 KOE/r
NA
Not more than 100 CFU/g /
He 6onee 100 KOE/r
NA
Shall be absent in 1lg / OtcyrcTBHEe B
Ir

Remarks : The Product confors (o ND/
Mpumeuanne: [Ipoaykr coorsercTyeT Tpebosannam HJL

Qpinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
[MoarorosneHo: Santosh Kumar
Maurya

—

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxkep /
Pykopomutens Amit Kumar

! S~ -

Reprint Date:
Jata: 14.12.2024

Reprint Date:

Jata: 14.12.2024

Reprint Date: V
TNara: 14.12.2024

237, Road Mo, 3, Banjara Hills, Hyderabad - 50C024, Telangana, Inaia

298¢, Emil

wvasidrieddys.com

cmail@driedays.com



Dr.Reddy’s Q‘:

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacid,
Distt. Solan, H.P, 173 205, INDIA
Tel - +91 98166 56C01-02

(PSS S B
W, direddys.com

CERTIFICATE OF ANALYSIS

CEPTU@®HKAT AH

AJIN3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykanu®, Ta6aerkn, HOKpLITHIC MIIEHOMHOI 060101K0i, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccust

Batch No/ _ Batch Quantity / . 800000.0 tab /

Cepust Ne i V240264 O6beM cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002756620 Date of Analysis / . 14.12.2024

Ananmrudeckuii oTyer Ne JlaTa aHa/n3a

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

Jarta Hpou3BOACTBa Iogen po

Mfg. License No. / MA number: /

IMpon3BoacTBeHHAsN : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

Jnensus No |

Analysis performed according ND: / Ananus nposeaen no H/L: JII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonuuyecTsenHoe
onpeaesieHHe

406.5 mg/ 406.5 mr

333.48 mg /333.48 mMr

360.0 to 440.0 mg of Ci;3HisO2 (ibuprofen) per
tablet /

Or 360,0 mr mo 440,0 mr C3H 1502 (uGynpoden) B
TabJeTKE

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

Ot 292,5 mr 110 357,5 mr CsHoNO; (mapaneramonn)
B Tabnetke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / T1o 10 TabneTok
B [IBX/Al 6mcrep. [o 1 6nucrepy
B MayKy KapTOHHYIO BMECTe ¢
HHCTPYKIMEHN MO0 NPUMEHEHHUIO.

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 6aucrep. ITo 1, 2 uau 20
OnucTepoB B MadyKy KapTOHHYKO BMecTe C
HHCTPYKUMEN 10 MPUMEHCHUIO.

12 | Labeling / MapkupoBka

According to ND. / B coOTBETCTBHH C

H.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenne ITpu Temneparype He Bbie 25 °C.
14 | Shelf life / Cpox 5 years /5 net
rOJHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayKT cooTBeTCTBYET Tpebosanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Maurya %’

Checked by /

Toarorosneno: Santosh Kumar Ipoeepeno: Pardeep Kumar

4]

Approved by: Manager/Executive
/Opo6peno: Menemxkep /
Pyxosomurens Amit Kumar

Reprint Date:
Jata: 14.12.2024

':_'-\'L’—_'
Reprint Date:

Jara: 14.12.2024

Reprint Date: V
JMara: 14.12.2024

) 5 eyl S FE e i ] N Baniara Hi +
Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India

o
Pl

+ &0 G500 3200, Fax

Clin:

S0

vovedrieddys.com

1) 4300 2€99, Email: maild@driaddys.com
LPISE4APLCO04E07



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Lid.
Formutaticn Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

, |
gt deradce oo
AL UTTRRaYE.COM

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

[Product : Ibuclin, film-coated tablets,

400 mg + 325 mg

Ipoayxr: U6ykanu®, TabeTky, NOKPbITHIE NJIEHOYHOMH 060/104K0i, 400 Mr + 325 Mr
poay Y p

Market / Poinok :Russia / Poccusd

Batch No/ : Batch Quantity / _ 800000.0 tab /

Cepust Ne § DR Ob6nem cepum " 800000.0 Tab

Analytical Repoz‘t No/ - 040002756620 Date of Analysis / . 14.12.2024

AHanATHUecKHi oTyeT No JlaTa aHa/u3a

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

JlaTa 1IpoM3BOACTBA T'ogen xo

Mfg. License No. / MA number: /

IpousBoacTBeHHAs : MNB/05/263 ) ;. JITI-Ne(003654)-(PT-RU)
Homep PY

JineH3usa Ne

Analysis performed according ND: / Anauu3 nporeen no H/L: JITI-Ne(003654)-(PT-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.
Ipumeuanue: CChUIKH B HOPMAaTUBHON NOKYMEHTALMH npuBeeHbl Ha ['® PO XIV.

* TIpOBOIMTCA MPOU3BOIMTENEM NPH BBIMYCKE MEPHOAMYECKH: JUIs KaxKaol 20-0i cepuy unu He Mexee 1 pasa B

roz. Iloxazarens MOXKeT ObITh HE BKJIFOYEH B cepTH(HKAT aHaIn3a QUPMBL.

API name / Haumenobanue A®C: Ibuprofen / 16ynpoden Paracetamol / Ilapanetamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamo] / [Tapaneramon
API manufacturer batch number / PIBM240152 APAP/24091293
Homep cepun npoussoautens A@C:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMH IPOH3BOUTEIA FERA00561 FERAO00538

IJ1®:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB

Granules India Limited, India /

Ipoussogutens ADC, crpana:

Hunus

®apma Caitencus Jlumuren,

I'panynec Uunus 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/
ITpumeuanne: [IpoaykT cooTBeTcTBYET Tpebopanuam H/I

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoxgroroeneHo: Santosh Kymar | IIpoepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya : j 1 E PykoBoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date:  /

Jata: 14.12.2024 Hara: 14.12.2024 Jata: 14.12.2024

Peosiered Q0

a|, AL &0

18C0 2200, Fax

v diredays.cem

1-2-237, Road o 3, Baniara Rills, Hyderabad - 500024, Telangana, Inaia
G140 1800 2999, Email: mail@direddys.com
CIN: LSE1S5AP1ICEIPLCO04E0T




® v, Reddy's Laboratories Ltd
® . L
Formulaticn Unit-6
9 ®
Dr. Reddy s ‘ .. Viil. Khol, Nalagarh Road, Baddi,
" Distt. Solan. H.P., 173 205, [N DIA
Tol:+91 981656 56001-02

WA J.U;‘!‘E('LIJ';’S Coin

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 9 of 10/ C1p. 9 u3 10

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

Mpoaykr: M6ykaun®, Ta6ieTKH, IOKPHITHIE IUIEHOYHOH 060104K0MH, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusg

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepusi No - V2402648 O0beM cepHH " 800000.0 Tab

Analytical Report No/ - 040002756620 Date of Analysis / . 14.12.2024

AHaJMTHYEeCKHIT oTueT Ne JlaTa aHa/H3a

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

JlaTa npon3BoacTBa T'onen no

Mfg. License No. / MA number: /

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

JuneH3us Ne _

Analysis performed according ND: / Ananu3 nposeaed mo HJL: JITT-Ne(003654)-(PT-RU)-101123

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

HanmeHoBaHMe, agpec, IMLIEH3HS JJIs JI-p Pennu’c Jlaboparopuc JIta., Maaus, [TpousBoacTBenHOE
IIpouzBoacTBeHHas miowmaaka / Iltomanka noxpaszaenenue-6, Bumn. Kxons, Hanarapx Poyn, bapumu, JJuctpukr
KOHTpOJsI kadecTBa / Ilomaaka BeINycKa Conan, X.I1., 173205, Unaus (nuuensus nomep 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».

3aK104eHHe 0 COOTBETCTBHM: «HacTosuMM s MOATBEPXK a0, YTO NpHUBEACHHAs BhIlIE HHQOPMALUs ABIAECTCA
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOLYKUMH MpousBeleHa (BKIIOYas YNAKOBKY (MapKMPOBKY) W KOHTpOJb
KauecTBa) Ha BEHIIEYKa3aHHOW MPOU3BOJACTBEHHON Iuowake (IIOUIafKax) B TOJHOM COOTBETCTBUH C
Tpebopanuamu [IpaBui Hajuiexalneif NpOM3BOACTBEHHON NpakTHKH EBpasuiickoro sxoHomHyeckoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) u Tpe6OBaHUSIMHU KOHTPOJI KAUECTBA JIEKAPCTBCHHBIX CPELICTB,
a TaK)Ke B COOTBETCTBHHU €O crielUPUKALMAMH, COAEPIKAIUUMHUCA B PETMCTPALMOHHOM JI0ChE CTPaHBI-MMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM H]T 3axuouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | [Iposepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya . 1 Pykopoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date:

JlaTta: 14.12.2024 Harta: 14.12.2024 Jara: 14.12.2024

Road o, 3, Banjara Hills, Hyderabad - 500024, Telangzina, India
=01 40 1900 2999, Email: mail@dreddys.com
P LO5AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 10 of 10 / CTp. 10 u3 10

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

IIpoayKr: I/Iﬁyxnml@, TaG6JIeTKH, MOKPBITHIE NJIEHOYHOI 000104K0H, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /

Cepus No 1§ V2402628 O6beM cepun * 800000.0 Tab

Analytical RepOft No/ - 040002756620 Date of Analysis / - 14.12.2024

Ananurudeckuif oruer Ne Jara aHajuza

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

JaTta npon3BoacTBa T'open mo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 : . JITII-Ne(003654)-(PI'-RU)
Homep PY

JHneH3ust Ne -

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

3arTicy no npoU3BOJCTBY, YIAKOBKE U aHAJIM3Y IPOBEPEHBI, U YCTaHOBIEHO UX COOTBETCTBHE TpeboBanuam [1pasui
Ha UIeKallei NpoU3BOACTBEHHON NpakTHKH EBpasMicKoro 5SKOHOMMYECKOI0 COK03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootBercTByeT Tpebosanuam HJ 3axmouenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | [IpoepeHo: Pardeep Kumar /On06peHo: Menemxep /
Maurya @ f PyxoBoauTens @ Kumar

= [ % /‘/,.f-’
Reprint Date: Reprint Date: Reprint Date: |
Hara: 14.12.2024 Hata: 14.12.2024 Hara: 14.12.2024




