Dr.Reddy’s €

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

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, INDIA
Tei: +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 1 0f 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykauu®, TabaeTkn, NOKPLITHIE MJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/
 Cepus Ne + V2500732 O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002902665 Date of Analysis / - 98.04.2025
AHATHTHYECKHIT oTueT Ne Jarta ananusa

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JlaTa Ipon3BOACTRA T'onen no

Mfg. License No. / MA number: /

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

Homep PY
JHueH3Hs1 No

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIH-NQ(003654)-(PF-RU)-101123

No |Test / Iloka3aTenanb

Results/ PezynbTatst

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KanCyJloBHIHOH (GOPMBI, ITOKPHITHIE
TeHOYHOM 06010UKO} OpaHKEBOI0
L[BETA, C PUCKON HA OJJHOH CTOPOHE;
Ha TIOTIepeYHOM paspese — AAPo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky KancyiaoBUAHON
($OpMBI, MOKPHITEHIE MICHOYHOH 060104KOMH
OpaHXeBOro [[BETa, C PUCKOH Ha OAHOH CTOPOHE;
Ha MoMepeYHOM paspese — sipo Oesoro UM
noytH 0eNnoro LBeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cootBercTByeT Tpedosanusm HJJ

Opinion : APPROVED
3axnwuenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

bt

Checked by /

of —

Approved by: Manager/Executive

[TposepeHo: Pardeep Kumar /Onobpeno: Menemxep /

Pykopoautens: Amit Kumar
-
N

Reprint Date:
Jlarta: 28.04.2025

Reprint Date:
JHara: 28.04.2025

%=
Reprint Date:  {
Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000634, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories ttd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Toi: +91 88156% 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 2 of 10 / Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: MOykaun®, Ta6eTKH, HOKPBITHIE IIEHOYHOI 060.104K0#, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepns Ne s V20062 O6nem cepuu " 800000.0 Ta6

Analytical Repo:'t No/ - 040002902665 Date of Analysis / . 78.04.2025

AHaguTHuecknii oTyeT Ne Jarta anaqausa

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JlaTta npon3soacTaa T'onen 1o

Mfg. License No. / MA number: /

IIpouszBoacTBeHHast : MNB/05/263 N : : JIII-Ne(003654)-(PI'-RU)
Homep PY

JIHLEeH3us Ne ]

Analysis performed according ND: / Ananu3s nposenex mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IoatMHHOCTD

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) /
Bpemena yaepxuBaHMsS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpaMMe UCTIBITYEMOrO PaCTBOPa JOJDKHBI
COOTBETCTBOBATH BpeMEHaM YAEP)KUBaHUS [THKOB
Ha XpoMarorpaMme pacTBOpa CTaHJapPTHBIX
ob6pasuoB ubynpodeHna u mapaueramona (paszaen
«KonvuecTseHHoe onpeneneHue)

3 |Average tablets weight /
Cpennsis macca TabeTox

964.8 mg/ 964.8 Mr

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

(970,0 mr + 3,0 %)

4 |Disintegration /
PacnapaeMocTh

09 min 04 sec / 09 mun 04 cex

Not more than 30 min /
He 6onee 30 Muun

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykrt cootsercTByeT Tpebosanusm HJT

Opinion : APPROVED
3akntouenue: OJIOGPEHO

Jara: 28.04.2025

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneno: Ramakant [TposepeHo: Pardeep Kumar /Onobpeno: Menemxep /
wj PykoBomutens: Amit Kumar
B e —
Reprint Date: Reprint Date: Reprint Date: |

JHara: 28.04.2025

JHata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s

s

Dr. Reddy's Laboratories iLtd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 101 ©8165 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 3 of 10/ Ctp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykt: M6ykaun®, TabueTku, MOKpbITHIE ILIEHOYHOI 060104K0#, 400 Mr + 325 Mr

Juuensus Ne

Market / PeiHok :Russia / Poccnsd

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No s N2s00n2 O0bemM cepun " 800000.0 Tab

Analytical RepOft No/ - 040002902665 Date of Analysis / . 28.04.2025
AHAJIHTHYECKHH 0TYeT No JaTa ananusa

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTa npou3BoACTBA T'open no -

Mfg. License No. / MA ber: /

TIpousBoACTBEHHAS! - MNB/05/263 e - JITI-Ne(003654)-(PT-RU)

Homep PY

_Analysis performed according ND

: / Ananus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacrBopenne

96 % to 98 %

96 % to 100 %

Not less than 70% (Q) of Ci3H1:O: (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci13His0, (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CgHoNO:; (nmapaueramonn)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykrt cootBercTByer Tpebopanram HJI

Opinion : APPROVED
3axuouenue: OJJOBPEHO

Prepared by /

ITonrorosneno: Ramakant

Checked by /

[TpoBepeno: Pardeep Kumar /Ono6peHo: Menemxep /

2 : PykoBoautens: Amit Kumar
Aol =f — o

Approved by: Manager/Executive

Reprint Date:
Hara: 28.04.2025

i Reprint Date:

Hara: 28.04.2025

Reprint Date:  \
Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

e
DI’ ReddY’S ‘: Eormulation Unit-6 .
) : Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
7ol - 401 Q21 A5 BAN0T-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Moyknann®, TabneTKH, NOKPLITLIE MIEHOYHOi 060104K0i, 400 Mr + 325 Mr

 Market / PoiHOK :Russia / Poccus ]
Batch No / ; Batch Quantity / . 800000.0 tab /
Cepnsa Ne { ¥2500732 O6bem cepuu " 800000.0 Tab
Analytical Rep0ft No / - 040002902665 Date of Analysis / . 28042025
AHaJHMTHYECKHIH oTUeT No JlaTa anasim3sa
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030
JdaTa npousBoacTBa T'onen mo
Mfg. License No. / MA number: /
IpouzBoacTBeHHast : MNB/05/263 o i ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY
JIHIeH3us1 Ne |

Analysis performed according ND: / Anasin3 nposeaen mo H/I: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHbIe npuMecH than 0.005% /
Method 1/ Merton 1 4-amutHodenon (mpuMmech mNapaueTamona) He

6onee 0,005 %

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

Jlobas enuunyHas npumMech (ubynpodena wim
napaieramosia) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more

0.03% than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) He donee 0,7 %
7 |Water / Boga 1.4 % Not more than 5.0% /

|He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBanusam HJT 3akmovenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IToarorosneHo: Ramakant IIposepeno: Pardeep Kumar /Onobpeno: Menemxep /

PykoBogutens: Amit Kumar

%W\U@ = K= -

Reprint Date: ' Reprint Date: Reprint Date:  {

Jara: 28.04.2025 Jata: 28.04.2025 Hara: 28.04.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIiN: L85195AF 1954PLCCG04507
www.drreddys.com

e e g —




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal 401 92165 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A
Page S of 10/ Ctp. S u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hpoaykr: No6ykann®, TabaeTkH, NOKPRITHIE NJIeHOYHO# 060.104Koii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusa Ne + V2500732 O6beM cepun " 800000.0 Tab

Analytical Repourt No / - 040002902665 Date of Analysis / - 28.04.2025

AnanuTHYecKuid oTyeT Ne JlaTa anajusa N

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTta npou3BoacTBa I'onen no

Mfg. License No. / MA. ber: /

TIpousBoacTBeHHAas - MNB/05/263 etk - JITI-Ne(003654)-(PT-RU)

Homep PY

 auuensns Ne _
Analysis performed according ND: / Ananau3 nposeaen nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OHOpPOOHOCTH
JO3UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaneTramMos

15

1.5

Acceptance value (AV) should be not more than
15.0 /Iokazarens npruemiaeMocTd (AV) nomkeH |
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Tloka3zarens npuemnemoctu (AV) foJokeH
ObITh He Ooee 15,0

Remarks : The Product conforms to ND/
Ilpumeqanue: [Ipoaykr coorsercTByeT TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneno: Ramakant [TpoBepeno: Pardeep Kumar | /Opo6peHo: Menemxep /
PyxoBoaurens: Amit Kumar
<~ (“41[—/:’ N
Reprint Date: " Reprint Date: Reprint Date: |
Jlarta: 28.04.2025 Hara: 28.04.2025 Hara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1964FPLCO03507
www.drreddys.com



Dr.Reddy’s ‘;

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
fel-+01 8185 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: I/IﬁyKJlnH@, TaGJIeTKH, OKPBIThIE JIeHOYHOH 000/104K0ii, 400 mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepns Ne : V2500732 Oo6Bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002902665 Date of Analysis / . 98.04.2025

Aunanurnyecknii oruer Ne JlaTa aHaJu3a -

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030

JaTa npou3BoacTBA T'ogen oo

Mfg. License No. / MA number: /

TIpoH3BOACTBEHHAS : MNB/05/263 el : JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3usa Ne

Analysls performed accordiug ND: / Anauns npuseaen no IHLL JII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxpoGuonorayeckas
yucrora®

a) Total aerobic microbial
count / Obuiee 4ucio
a’pOOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Ob1uee
YUCJIO IPOAIKEBBIX H
IUIECHEBBIX IPUOOB

¢) E. coli

NA Not more than 1000 CFU/g/

He 6onee 1000 KOE/r

NA Not more than 100 CFU/g /

NA Shall
1r

He 6onee 100 KOE/T

be absent in 1g / OtcyrctBue B

Remarks : The Product conforms to ND/
IMpumeuanue: [lpoaykt cooTBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3akniouenne: OJJOBPEHO

Prepared by /
IMoaroroBneno: Ramakant

wd

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive

/Ono06peno: Menemxep /

PykoBoautesnn: Amit Ku\rilar
N

Reprint Date: \
Hara: 28.04.2025

Reprint Date:

Hara: 28.04.2025

Reprint Date: {
Hata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




..
Dr.Reddy’s ‘;

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel: 191 98165 £56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilponykr: H6ykann®, TabaeTKH, MOKpPbLIThIE IIeH0YHO0i 060J04K0l, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne £ V2500732 O0bem cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002902665 Date of Analysis / - 98 04.2025
AHajguTHYecKHii oTueT No Jara anajiv3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030
JlaTa npou3BOACTBA T'oaen no -
Mfg. License No. / MA number: /
IIpou3BoAcTBeHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Howmep PY
Junensus Ne B

Analysis performed according ND

: / Anagus nposeaen mo H/: JIII-Ne(003654)-(PI™-RU)-101123

10 |Assay / KonnuecTBeHHOE
onpeneJieHHe

401.7 mg / 401.7 mr

327.68 mg/327.68 mr

360.0 to 440.0 mg of Ci3H,30, (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 mr C3H 1302 (u6ynpoden) B
tabrneTke

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

Ot 292,5 Mr 10 357,5 mr CsHoNO; (napaneramon)
B Tabnetke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerox
B 1IBX/Al bnuctep. 1o 1 bnucrepy
B MayKy KapTOHHYKD BMECTE C
HHCTPYKUHEH 110 PUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnetok B IIBX/Al Gnuctep. Ilo 1, 2 unu 20
OJMCTEPOB B MayKy KapTOHHYKO BMeECTe C
HHCTpYKLUMEH M0 NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorBercTtun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temnepatype He Boiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rOAHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHuAM HJI

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by /
[Toarororneno: Ramakant

Checked by /

L

IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive

/Opo6peno: Menemxep /

Pykosonutens: Amit Kumar
N~ —

ol
Reprint Date: "
Hara: 28.04.2025

Reprint Date:
Hara: 28.04.2025

Reprint Date: ¥

Hara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Qf

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJIU3A

Page 8 of 10/ C1p. 8 m3 10

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

Hponykr: H6ykaun®, TabaeTKH, IOKPHITHIE IUIEHOYHOl 060.104K0ii, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccust
Batch No / : Batch Quantity / ~ 800000.0 tab /
Cepus Ne V2500732 O6bem cepuu " 800000.0 Tab
Analytical RepOft No/ - 040002902665 Date of Analysis / . 28.04.2025
AHaJIHTHYECKHIT oTueT Ne JlaTa aHaausa
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

| JlaTa npouM3BOACTBA T'ogen xo
Mfg. License No. / MA number: /
IlpousBoacTBeHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)

Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananus npoBeaen no HJI: 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.
IMpumevanue: CChUIKH B HOPMATHBHON JOKyMeHTaluu npuseaeHst Ha I'© PO XIV.

* TIpoBOAMTCS MIPOU3BOAUTENEM MPH BHITYCKE NEPHOINIECKU: JUIs Kadkaol 20-oli cepru MM He MeHee 1 pasa B

roa. [Tokasarenb MOXKeT ObITh HE BKIJIFOUEH B cepTH(hHKAT aHann3a GUPMBL.

API name / HaumeHoBauue ADC:

Ibuprofen / U6ynpoden

Paracetamol / I1apaueramon

INN / MHH:

Ibuprofen / U6ynpocden

Paracetamol / [1apaueramon

API manufacturer batch number /

. PIBM240261, PIBM240268 APAP/24091297
Homep cepun nponsoantens ADC:
FP Manufacturer API Batch number /
Homep cepus cyGcTAHIHH NPOU3BOIHTEIS FESA00042, FESA00043 FERAO00743

I'JID:

API Manufactured by & country /
IIponseoaurtenn APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkxTHB
®apma Caliencus Jlumuren,

Nupus

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpebGoBaHuAM HJT

Opinion : APPROVED
3aknrouenue: OJJOBPEHO

Prepared by / Checked by /
INonarotosneno: Ramakant

IIposepeno: Pardeep Kumar

A 4

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pyxosoautesb: Amit Kumar

Reprint Date: \
Jlarta: 28.04.2025

Reprint Date:
Hara: 28.04.2025

Reprint Date: {
Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



o Dr. Reddy's Laboratories Ltd.

‘.

! - Formulation Unit-6

Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ C1p. 9 u3 10

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

Hpoaykr: M6yknun®, Ta61eTKH, NOKPBITHIE IICHOYHOH 060.104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poceust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne B PRGce O6bem cepun " 800000.0 Tab

Analytical Report No / 040002902665 Date of Analysis/ . 5g o4 9025

AHajnTHYeCKHH oT4eT Ne JlaTta ananu3za -

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTa npou3BoacTBa T'ogen go |

Mfg. License No. / MA number: /

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

Juuensus Ne

Analysis pet funmed according ND. / Anasms-upusesen no I JITT=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) /

HaumeHnoBanue, agpec, JMUEH3NA NI JI-p Penau’c Jlabopatopuc JIta., Uuaus, IIpoussoacteentoe
IIpoussoacTBeHHas niomaaka / Ilnomaaka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapau, Jluctpukr
KOHTpOJIA KadecTsa / Ilnomagka BeInycKa Conan, X.I1., 173205, Nnpaus (nuueH3us 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 cOOTBeTCTBHH: «HacTosmuM s MOATBEPXKAAI0, YTO MPUBEACHHAS Bbllle HHPOPMALMS ABJIAETCS
JIOCTOBEPHOM M TOYHOU. DTa cepus MPOAYKIMKM TpoM3BefeHa (BKIOYas YNakoBKY (MapKWpOBKY) M KOHTPOIIb
KayecTBa) Ha BBIIEYKA3aHHOM TpPOM3BOACTBEHHON IulomaAke (IUIOIAAKaX) B TIOJIHOM COOTBETCTBHH C
TpeboBanuAMH IlpaBui Haaiexaued NpoU3BOACTBEHHOM NpakTHKU EBpasuiickoro skoHoMH4Yeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTa6ps 2022) u TpeO0BaHUAMU KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [Tpoaykr cootsercTBYeT TpeboBanusaM HJT 3akmoyenne: OLOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[loarotoBneno: Ramakant ITposepeno: Pardeep Kumar | /Onmo6peHo: Menemxkep /

Pykoeoaurens: Amit Kumar

el - =

Reprint Date: -\ Reprint Date: Reprint Date: !

JaTa: 28.04.2025 Jlara: 28.04.2025 Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Formulation Unit-6

: Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
ol - +G1 98165 56001-02
www.drreddys.com

() Dr. Reddy's Laboratories itd.
o
&)

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A
Page 10 of 10/ Ctp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg ]
Hpoaykr: H6ykaun®, Ta61eTKH, NOKPBIThIE NIEHOYHOI 060s10uK0i, 400 Mr + 325 M
| Market / Ppinok :Russia / Poccus __|

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepns Ne § V2500732 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002902665 Date of Analysis / . 28.04.2025

AHanuTu4yeckH i oTyer Ne JlaTta ananuza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa npou3BOACTBa T'ogen oo

Mfg. License No. / MA number: /

IlpousBoacTBeHHAN : MNB/05/263 u ) ¢ JII-Ne(003654)-(PT'-RU)

Homep PY

JHIeH3HsT No B |
Analysis performed according ND: / Ananu3 nposenen no H/L: JITI-Ne(003654)-(PT'-RU)-101123

a TaKXe B COOTBETCTBMM CO cleluUKaluaMU, coaepalluMHCI B PETUCTPALIMOHHOM J0Che CTPaHbI-UMIIOPTEpA.
3amucu no Mpou3BOACTBY, YIIAKOBKE U aHANM3Y MPOBEPEHEI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusAM I1paBui
HaJuiexaued Npou3BoACTBEHHOMH NpakTHKH EBpa3uiickoro S5KOHOMMYECKOr0 COr03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoayxt cooTBeTcTBYeT TpeboBanuam HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TogroroBneno: Ramakant [TpoBepeHo: Pardeep Kumar /Onmobpeno: Menemxep /
p PykoBoautens: Amit Kumar

Y I iy
Reprint Date: : Reprint Date: Reprint Date: ¥
Hara: 28.04.2025 Jara: 28.04.2025 Hata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, £mail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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